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About the Authors 


“Last year I had to report 
losses in the appellate courts of four 
important vitally affecting the 
administration the Federal Food, 
Drug, and Cosmetic Act. We fared 
much better in 1952,” announces William 
W. Goodrich in his article derived from 
a speech before the recent annual meet 
ing of the New York State Bar Asso- 
Section on Food, Drug and 
Cosmetic Law. Mr. Goodrich As 
sistant General Counsel of the Federal 
Security Agency and Chief of the Food 
and Drug 
Office. A career employee of the gov 
ernment, he had been Assistant Chief 
of the Food and Drug Division of the 
Federal Security Agency's Office of the 
Counsel General until his appointment 
by the Federal Security Administrator 
to his February, 
1952 
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treatise on the subject of international 
uniformity in food, drug and cosmetic 
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Drug Administration. 
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government attorney, presiding at most 
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In the Federal Security Agency 


New Department.—Under Reorgani- 
zation Plan No. 1, a Department of 
Health, Education and Welfare has 
been created to replace the Federal 
Security Agency. JourNaAL readers will, 
of course, view the biographical ma 
terial on William W. Goodrich, at 
page 214, m lieht of this recent de 
velopment 

FDA Report for February.— Federal 
seizure of radioactive ore and treatment 
devices on charges that they violated 
the Federal Food, Drug, and Cosmetic 
Act was reported on March 24, 1953, 
by the Food and Drug Administration 
of the Federal Security Agency. Inter- 
state shipments began after thousands 
of ailing persons had paid admission 
fees to abandoned uranium mines in 
Montana, attracted by testimonials al 
legging cures of arthritis and related 
conditions 

Included im the ore seizure vere 
accompanying leaflets. FDA tests with 
Geiger counters showed that the ore 
emitted less in gamma ravs than the 
luminous dial of an ordinary wrist 
watch. It sold for $10 per five-pound 
sack. The seized devices were metal 
cabinet treating units contamimg ore 
also emitting very weak radtoactivity 
They were valued by the shippers at 
approximately $400 each 

Phe government's charges were based 
entirely on false and misleading cura- 
tive claims, according to the FDA, 
since the radioactivity was too low to 
constitute a health hazard, Any product 
emitting enough radioactivity to affect 
the functions of the body is dangerous 
to use without medical supervision, the 
administration warns, and must be 
labeled “Caution: Federal Law Pro 
hibits Dispensing Without Prescription.” 

The FDA also reported 95° other 
shipments of foods, drugs, devices and 
cosmetics removed from the market in 
February for alleged violations of the 
Federal Food, Drug, and Cosmetic Act. 
Forty-five actions covered 780,455 pounds 


of toods that were contaminated wit! 
filth or were decomposed. Approxi 
mately 185,000 pounds were seized im 
33 actions to protect consumers from 
weight shortages and = substandard 
products. 

Sixteen other drug and device ship 
ments were seized because they bore 
false and misleading claims as to com 
position or curative properties, or failed 
to bear adequate directions tor use 
One cosmetic was seized, a mislabeled 
toilet lanolin 

Seventeen criminal prosecution ac 
tions were terminated in federal courts 


Public Health Service—Milk Ordi- 
nance and Code Revised.—Thic first 
complete revision of the Public Health 
Service milk ordinance and code since 
1939 is now available to industries and 
regulatory officials concerned with the 
production, processing and distribution 
of milk and milk products, Dr. Leonard 
\. Scheele, Surgeon General, announced 
on March 24, 1953. 

Milk-control regulations and legisla 
tion based on the Public Health Service 
ordinance are now in effect in 34 states, 
two territories, 397 counties and 1,550 
municipalities. In addition, it is used 
by many state and local jurisdictions 
as the basic regulation for acceptance 
of fluid milk and milk products shipped 
interstate. It also has been incorporated 
into the federal specifications for milk 
and milk products purchased by federal 
agencics 

In a foreword to the code, Leonard 
M. Board, Chief of the Division oft 
Sanitation, in which the Public Health 
Service milk and food sanitation activities 
are centered, calls attention to the 
“advancements in the sciences of dairy 
technology and public health since 1939, 
which have been incorporated into the 
new document.” 


The new edition is entitled Milk Ordi 


nance and Code—1953 Recommendations 


of the Public Health Service 


— ees 





Vol. 8, No. 4 April, 1953 


Food:Drug-Cosmetic Law 
Gowrwel 








Enforcement 


and Judicial Progress in 1952 
By WILLIAM W. GOODRICH 


This Address Was Delivered at the Annual Meeting of the 
Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association, New York City, February 20, 1953 


Fayed YEAR at this meeting | had to report losses in the appellate 
courts of four important cases! vitally affecting the administra 
tion of the Federal Food, Drug, and Cosmetic Act. We fared much 
better in 1952, but the one case we lost on appeal during the year was 
S. v. Cardiff * 
for factory inspections were declared too vague and indefinite to 


a big one—l’ in which the provisions opening the doors 


support a criminal prosecution, IT am happy to be able to report that 
the necessary steps in seeking remedial legislation are being taken, as 
Mr. Crawford has pointed out. 

Aside from the Cardiff decision, however, the judicial progress 
during 1952 was excellent and the reported decisions, | am sure, will 
tend to make the Act a better working instrument for public protec 
tion. On the plus side, | can point out that the Court of Appeals for 
the Third Circuit gave us one of our biggest victories in 1952. You 
may recall that two of our significant losses in 1951 were in that court, 
The opinions in all three cases were written by the same judge. 


14? Cases Jam v. U. 8., CCH FOOD den, 342 S. 861; Cavalier Vending Com 
CCH FOOD DRUG COS 


DRUG COSMETIC LAW REPORTS ¢ 7193 
340 U. S. 593: Cream Wipt Products Com 
pany v. Federal Security Administrator, 
CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 7198, 187 F. (2d) 789 (CA-3); 84 
Cases Bireley’s Oranve Beverage v. U. 8&.. 
CCH FOOD DRUG COSMETIC LAW RE 
PORTS ° 7199, 187 F. (2d) 967 (CA-3), cert 


42 U 
pany v. U. 8., 
METIC LAW 
(2d) 386 (CA-4) 
=CCH FOOD DRUG 
REPORTS ° 7188, 344 U.S. 174 
‘Crawford Legislative and Adminis 
trative Progress in 1952... § FOOD DRUG 
COSMETIC LAW JOURNAL 1909 (1953) 


REPORTS ° 7209, 190 F. 


COSMETIC LAW 
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Mr. Goodrich Is Assistant General Counsel, 
Federal Security Agency. The Views Ex- 
pressed Are Those of the Author and Do 
Not Necessarily Reflect the Position of the 
Federal Security Agency. The Author 
Acknowledges the Valuable Assistance of 
Paul M. Sieffy, Trial Attorney 





Adulteration and Misbranding of Food 


In 1952 there were five noteworthy decisions dealing with adulter- 
ated and misbranded foods. 


In Otis McAllister v. U. S“ we were assured by the Court of Appeals 
for the Fifth Circuit that green coffee is a food and, if insect infested, 
is adulterated. The decision simply reaffirmed the decisions of the 
Sixth Circuit in the Kosloff Fish case and the Second Circuit in the 
O. F. Bayer case. It seems settled now that an importer who brings 
contaminated food into the country has no right to re-export it after 


it is condemned in a seizure action. 


Archie H. Berger v. U. S.,° an appeal from a criminal conviction for 
shipping adulterated pickle relish, raised the novel question whether 
our inspectors must catch the defendant in the very act of preparing 
a particular lot of food under insanitary conditions. The appellant's 
point was that the government had failed to prove its case, because 
it could not show that the precise jars of food shipped interstate were 
produced under the inspector’s eye. The argument was that proof of 
insanitary conditions observed by the inspector on May 21 could not 
establish that the plant was insanitary on May 3 and May 17, when 
the alleged violative shipments were made. 


The insanitary conditions found in the defendant's plant were 
clearly established by photographic exhibits. The conditions included : 
droppings from pigeons, which the appellate court described as “not 
trained and . . . not housebroken”; spider webbing; spiders; flies 


~*CCH FOOD DRUG COSMETIC LAW ‘CCH FOOD DRUG COSMETIC LAW 
REPORTS £ 7223, 194 F. (2d) 386 (CA-5). REPORTS € 7248 (CA-8). 
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and mold at the top of vats of uncovered pickles; broken, unscreened 
windows; and other conditions resulting from long-standing inatten 
tion to the rudiments of plant sanitation. Nevertheless, the appellant 
argued that sanitation in the plant four to eighteen days before the 
alleged violations occurred could not establish the government's case. 
At the heart of the appellant’s case lay the contention that it would 
require a speculative inference for the jury to find that the plant was 


insanitary when the foods were shipped. 


Upholding the conviction, the court of appeals explained in detail 
the insanitary conditions found during the inspection and held that 
the evidence describing these conditions plainly authorized an infer 
ence that the plant had operated under insanitary conditions for a 
considerable time. The court held also that fragments of pigeon 
feathers and like material found in the product itself were additional 
and more direct evidence that the insanitary conditions existed in the 


factory at the time the shipments were made. 


The decision illustrates the method by which factory-inspection 
evidence coupled with minute analytical findings of filth in food can 
be correlated to prove the existence of insanitary conditions at the 
plant where the food was produced. It also provides a useful decision 
on the relevancy of factory-inspection evidence obtained on the last 
day of a month, for example, to prove that food was produced under 
insanitary conditions on the other 27 to 30 days of the same month. 


It is our position, apparently shared by the court, that a jury may 


infer that insanitary conditions existed when the food was prepared 


if factory inspection conducted within a reasonable time thereafter 
has brought to light insanitary conditions of a continuing nature. 


In the Berger case the court also upheld the constitutionality of 
Section 402 (a) (4). The crucial language is “prepared, packed, or 
held under insanitary conditions whereby [the food] may have become 
contaminated with filth.” The court stated that any reasonably in 
telligent person should know from this language that the Act forbids 
the preparation of food under conditions which would with reasonable 
possibility result in contamination. The government is required to 
prove more than a mere possibility, but not as much as a probability, 
of contamination. As construed, the court found nothing vague or 


indefinite in the language. 
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Another conviction appealed during the year involved the mis 
branding of horse meat by food distributors in Chicago.” The defend- 
ants had received barrels of horse meat in interstate commerce 
correctly labeled and identified by federal meat inspection markings. 
They removed all labeling identifying the meat as horse meat and 
substituted words commonly used to identify cuts of beef. The gov 
ernment proved that the defendants removed all reference to horse 
meat, as well as the name and place of business of the meat packer. 


On appeal, the defendants raised the technical points (1) that the 
removal of the labeling was done after title passed, at the instance of 
the person who bought the meat, and (2) that food packed in barrels 
is not food “in package form.” In this way they sought to establish 
that their acts did not cause the food to be misbranded “while held for 
sale” and that the food did not have to have the package-form labeling, 
particularly the name and place of business of the manufacturer, 
packer or distributor. 


The court of appeals affirmed. It held that “barrels” are “pack- 
ages,” citing Webster; and that Section 301 (k) of the Act, prohibiting 
misbranding of an article of food “while held for sale,” forbids the 
removal of labeling at any time before the food is purchased by the 
ultimate consumer. The most important feature of the decision, of 
course, is the interpretation of “held for sale.” This application of the 
Act, even though the sale may have been completed between two 
distributors, should serve to emphasize that labeling and the internal 
integrity of food products must be maintained from manufacturer to 
consumer. Technical defenses are unavailable to those who would 
deprive the consumer of information Congress has said he shall have. 


In Bruce's Juices v. U. S.,’ a seizure action involving shipments of 
blended pineapple and grapefruit juice, the government charged that 
the juice was adulterated because it was partly decomposed. The 
evidence showed the presence of excessive mold, but it was conceded 
that the juice’ was not “unfit for food” in a strict sense. The court 


of appeals, citing the many previous decisions, held that the words 
“otherwise unfit for food” in Section 402 (a) (3) of the Act do not 


qualify or limit the preceding words and that it is not necessary for 
the government to prove that an article is not only partly rotten but 


also is so rotten that it is unfit for food. 


~«U. 8. v. Kocmond, CCH FOOD DRUG ‘CCH FOOD DRUG COSMETIC LAW 
COSMETIC LAW REPORTS £7249, 200 REPORTS 7236, 194 F. (2d) 935 (CA-5) 
F. (2d) 370 (CA-7) 
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During the trial the evidence indicated that the rot could not be 
detected without a microscope. Nevertheless, claimant requested that 
the jury be allowed to see, taste and smell the contents of one of the 


cans to determine whether the juice was adulterated. The court 
refused. The court of appeals held this was not error, since such an 
examination would have been pointless—it being conceded by the gov 
ernment that any rot present would not be detected by such an 


examination. 


\nother point urged on appeal was that the food could not be 
condemned as adulterated, because no definition and standard of 
identity had been established for it. The court held that Section 401, 
which provides for the establishment of standards, is not involved 
when it is charged that food is adulterated because of decomposition 


This argument that food cannot be found adulterated unless a 
standard of identity has been established was also urged and rejected 
in another seizure action decided in the Fifth Cireuit. In U.S. v 
Allbrook Freezing & Cold Storage, Inc.,* 1,000 cans of frozen straw- 
berries were seized at Gulfport, Mississippi. The raw berries shipped 
in interstate commerce contained excessive mold. They were mixed 
with sugar and frozen in 30-pound containers in Mississippi after their 
interstate journey. Allbrook filed a motion to dismiss, arguing that 
since the frozen strawberries had never moved in interstate commerce, 
the court was without jurisdiction to order condemnation. It was 
urged that the addition of sugar to the berries and the freezing process 
had so changed their identity that they were not the same article that 
had been shipped interstate. The district court agreed and dismissed 
the case. 

On appeal, the government argued that Section 304 (a) authorizes 
seizure of any article of food that was adulterated when introduced 
into or while in interstate commerce and that the seizure may be made 
while the food is in interstate commerce or “at any time thereafter.” 
Since the strawberries were adulterated while in interstate commerce, 
the fact that they had been further processed after shipment did not 
oust the court of jurisdiction. 

As to Allbrook’s argument that a new article was involved, the 
court said : 


If this were a sound view, and adulterated constituents of processed products 
could be seized only when in their unprocessed form, the enforcement of the act 





~*CCH FOOD DRUG COSMETIC LAW 
REPORTS © 7227. 194 F. (2d) 937 (CA-5) 
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would be easily defeated. That it is not sound, a reading of the act, which 
contains no such limitation, makes clear. 

If, as we believe, the court’s decision means that a food can be 
seized because it contains an adulterated ingredient that came from 
another state, it has far-reaching implications. All ingredients in 
processed foods that were shipped interstate in an adulterated form 
may cause the processed food to be condemned. This also suggests 
the possibility that the same result might be reached if the ingredient 
which moved in interstate commerce was misbranded. To put an 
extreme case, could the use of salt shipped interstate with an inaccurate 
statement of net weight cause a processed food to be condemned? 
Logically, yes, but practically, no. The court was moved by the 
possibility that adulterated ingredients might escape the Act through 
quick processing after interstate shipment. 


Interstate Commerce 
Two opinions dealt with local activities and the meaning of the 
words “introduction and delivery for introduction into interstate com- 
merce” *®: U.S. v. Tom Sanders;*® and Ruth Drown v. U.S." 


The Sanders case arose as an action for criminal contempt for 
violating an injunction. Sanders had been enjoined from introducing 
and delivering for introduction into interstate commerce a concoction 
of ground-up hoof, horn and other external animal growths for use as 
a remedy for cancer, diabetes and other serious diseases. The facts 
set forth in the information for criminal contempt showed that after 
the injunction was issued, Sanders adopted a method of business 
requiring his customers to come to his place of business in Oklahoma 
to purchase the drug. The customers themselves would transport the 


drug across state lines. Sanders argued that the sales to customers 
within the State of Oklahoma did not amount to an introduction or 
delivery for introduction into interstate commerce. The district court 
upheld this contention and dismissed the action. The government appealed 


The court of appeals reversed, holding : 

To be guilty of violating the Act, it was not necessary that appellee be 
engaged in interstate commerce with respect to a misbranded drug. It was suff 
cient if he was engaged in delivering such a drug for introduction into interstate 
commerce, If appellee knowingly and regularly sold misbranded drugs and 
delivered them, knowing that they were purchased for transportation in interstate 





* Federal Food, Drug, and Cosmetic Act, "CCH FOOD DRUG COSMETIC LAW 
Sec. 301 (a), 21 USC Sec. 331 (a). REPORTS ¢ 7240, 198 F. (2d) 999 (CA-9), 
“CCH FOOD DRUG COSMETIC LAW _ cert. den., January 19, 1953 
REPORTS °¢ 7229, 196 F. (2d) 895 (CA-10) 





ENFORCEMENT AND JUDICIAL PROGRESS IN 1952 PAGE 219 


commerce, and solicited customers to return for future purchases and deliveries, 
he was guilty of a violation of the Act. 

The Drown case in the Ninth Circuit similarly involved a local 
California sale of a false cancer remedy. A single transaction was 
involved. The one-count information was based on the sale of a device 
to a resident of Illinois. The device was transported by the purchaser 
from California to Illinois. 


On appeal, Mrs. Drown argued that the sale completed within 
California was a purely intrastate affair and not subject to the Federal 
Food, Drug, and Cosmetic Act. The court of appeals discussed both 
the scope of Congress’ power to regulate wholly intrastate activities 
and the degree to which the power had been exercised under this Act. 
First, it held that Congress has the power to regulate the sale of a 
drug or device within one state where the purchaser and seller con 
template transportation to another state. Second, relying on the 
Sanders decision, the court held that Section 301 (a) applies to sales 
where both seller and purchaser know that the article will move inter 
state. The opinion adds the further note that Section 301 (a) does not 
require a course of business, such as was present in the Sanders case, 
but rather prohibits each separate delivery in violation of the prohibition. 


Another interesting sidelight of the Drown decision was the gov 
ernment’s reliance upon labeling statements in literature mailed to 
the purchaser after he had purchased the device. These statements 
related not only to the device involved but also to another device used 
by Mrs. Drown for which she claimed both healing and diagnostic 
powers. The court held the subsequently mailed literature to be 
labeling, since it was textually related to the device. It held also that 
statements relating to the diagnostic device misbranded the curative 
device. This validated the regulation [21 CFR Section 1.101] which states : 

(a) Among representations in the labeling of a drug or device which render 
such drug or device misbranded is a false or misleading representation with 
respect to another drug or device or a food or cosmetic 

The Drown and the Sanders cases have marked out the extent of 
federal jurisdiction at the inception of an interstate transaction much 
as the Sullivan '* case explains the scope of federal control over viola 
tions which occur after interstate shipment. When these cases are 
viewed with the Al/brook case, it is readily seen that the public is pro 
tected from the very inception of the interstate transaction until the 





moment the article is delivered for ultimate consumption. 


2 U. S. v. Sullivan, 332 U. S. 689 





PAGE 220 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1953 


Misbranded and Adulterated Drugs 


Probably the most publicized case involving a cancer remedy 
decided during the past year was U. S. v. Hoxsey Cancer Clinic.’ 
This litigation concerned the activities of the Hoxsey Cancer Clinic 
and Mr. Harry M. Hoxsey operating in Dallas, Texas. They hold 
themselves out as having a successful treatment for all types of cancer. 
They claimed that the Hoxsey drugs, originated by Mr. Hoxsey’s 
grandfather about 1840 in Kentucky, later used by Hoxsey’s father 
and, after his death in 1919, carried on by Mr. Hoxsey in conjunction 
with doctors, will cure cancer. 


The United States sued to enjoin the defendants from introducing 
the medicines into interstate commerce, alleging that the drugs were 
falsely represented as effective cures for cancer in man. 


The drugs involved were two liquid medicines. One, a brownish- 
black mixture, contained in varying dilutions potassium iodide and 
extracts from cascara sagrada, common buckthorn, alfalfa, red clover 
blossom, northern prickly ash and syrup of honey drip cane. The 
other, a pink liquid, contained potassium iodide and lactate of pepsin. 


The complaint charged that the drugs were misbranded because 
(1) the labeling, by general and specific statements, falsely represented 
that the medicines can and do cure cancer and (2) the labeling falsely 
represented that the Hoxsey drugs had cured a number of persons 
whose testimonials and names appeared in the booklets. 

The government's case was proved in five ways. First, through 
experts in pharmacology and experimental therapeutics who were 
familiar with the pharmacology of the several ingredients in the 
medicines, it was proved that the ingredients alone and in combination 
have no effect in eliminating or retarding the growth of cancerous cells. 
Indeed, it was shown that red clover blossom, northern prickly ash 
and alfalfa are therapeutically inactive, that the sugars in the mixtures 
would be active only for their food value, that cascara sagrada and 
buckthorn act as laxatives and that potassium iodide increases, rather 
than retards, the growth rate of cancerous cells. 


Second, the government produced the results of controlled animal 


experiments conducted at the Roscoe B. Jackson Memorial Labora 





"CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7235, 198 F. (2d) 273 (CA-5), 
cert. den., February 2, 1953 
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tories, Bar Harbor, Maine, an institution engaged in fundamental 
research in the biology of cancer, which established that the Hoxsey 
drugs had no beneficial effects on cancers in the aftleted animals. 


Third, the government presented the testimony of an outstanding 
practitioner to explain the recognized and accepted methods of diagnos 
ing and treating cancer and to prove that cancer can be diagnosed 
accurately only by a qualified pathologist who makes a biopsy examina 
tion of the suspect tissue. 


Fourth, the government presented 16 case histories wherein the 
Hoxsey medicines did not cure cancer. Nine of these people were 
named in the booklets as having been cured of cancer. But the gov 
ernment proved that the nine persons represented in the labeling as 
having been cured of cancer either did not have cancer at all or that 
their cancerous conditions continued to develop while thes were 
taking the drugs. 


In addition, the government presented carefully documented case 
histories on seven other patients showing that all seven actually had 
cancer and that they were treated unsuccessfully with the Hoxsey 
drugs. Four of the patients died of cancer despite the treatment, The 
other three patients showed no improvement. 


Finally, the government proved that Hoxsey himself submitted 
to the National Cancer Institute the names of 77 persons allegedly 
cured of cancer but that the National Cancer Council rejected the 
proposal that the National Cancer Institute make a scientific evalua 
tion of the drugs because none of the 77 cases submitted met the basic 
scientific requirements necessary to indicate that the drug had a 
beneficial etlect on cancer. 


Hoxsey resisted the government's case primarily through testi 


mony from laymen that they had been cured of cancer by the medicines. 


This was supplemented by the testimony of Dr. Durkee, Hoxsey's 
medical director, and by testimony of two other osteopaths 


The district court denied the government's prayer for injunctive 
relief, finding that the medicines sometimes cure cancer, that the 
booklets promised nothing more and that the government had failed to 
carry its burden of proof. 


In reversing, the court of appeals held that testimony of laymen 
as to the diagnosis of cancer was worthless, since even experts cannot 
assuredly diagnose this condition without biopsy and pathological 
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examination. Finding that the osteopaths presented by Hoxsey were 
either unqualified or, in the case of Dr. Durkee, interested and dis 
credited by a claimed ability to diagnose cancer without a biopsy, the 
court held that the government's evidence was not substantially dis- 
puted. For this reason, the court of appeals was left with a definite 
and firm conviction that a mistake had been made. It reversed on the 
factual findings and, accordingly, directed the issuance of an injunction. 


This is one of the rare instances where the denial of an injunction 
has been held an abuse of discretion. The case represents a circum 
spect application of the restricted power of appellate courts to reverse 
the findings of a trial judge. The case represents a significant victory 
in the program of the Food and Drug Administration to stamp out the 
interstate distribution of fake cancer cures. 


That perennial litigant, Mrs. Alberty, was an appellant again in 
1952. In Alberty Food Products, et al. v. U. S.,"* she appealed from a 
permanent injunction requiring her to place in the labeling of her 


drugs adequate directions for use, specifically mentioning conditions 
for which the drugs are recommended and suggested in her promo 
tional material. Arguing that this constituted an invasion of the 
Federal Trade Commission’s jurisdiction over advertising, Mrs. Alberty 
contended that only those claims made in the labeling of her product 
could be considered in determining the adequacy of the directions for 
use. The court of appeals rejected this argument, holding: 
In order for the labeling of a drug to bear “adequate directions for use” 
it must, among other things, state the purposes and conditions for which 
the drug was intended and sufficient information to enable a layman to intelli 
gently and safely attempt self medication. 


It is not sufficient that the labeling contain a minimum of information 
and the use of the drug be induced by elaborate collateral representations, ‘lo 
permit the operation of such an escape valve would render the aims and purposes 
of labeling requirements nugatory. Adequate labeling is best suited to obtain the 
beneficient purposes contemplated by the Act, viz.: broad protection of the con- 
sumer from adulterated or misbranded drugs, etc., and as a practical matter 
places no burden on those motivated by an honest belief that the claims made for 


their drug will be accomplished by its use. 


This is the latest in a series of decisions by the Court of Appeals 
for the Ninth Circuit defining the scope of the requirement in Se¢ 
tion 502 (f) (1) that the labeling of a drug must bear adequate direc 
tions for use. Alberty Food Products and Mrs. Alberty by persistent 
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litigation have, | believe, served a useful purpose in the constructive 
development of this law. The decisions of the courts in cases involving 
her products have fully developed the concept of adequate direc 


tions for use. 


Woodward Laboratories v. U. S.,"° the other appellate case decided 
during the year involving adulterated and misbranded drugs, was a 
criminal prosecution based on the shipment of alpha-estradiol tablets 
found by analysis to be below declared potency. The trial developed 


into a contest over the validity of a method of analysis. 


Since the shipment of tablets had been made prior to the incor 
poration of a method of assay in the U.S. P., the court allowed the 
introduction of testiniony by the government regarding the use of 
both the subsequently developed U.S. P. method and another method 
of assay which checked substantially with the results obtained by the 
U.S. P. method. The appellate court upheld the finding of adultera 
tion, stating that the question of whether a drug is adulterated is to be 
determined as of the date of shipment and that since no U.S. I 
method of analysis was official at that time, the charge of adulteration 
could be proved by any accurate method. The failure of the defendants 
to prove the potency of their tablets by any method detracted from 
their attempt to discredit the U.S. P. method. 


The case illustrates the close attention to scientific detail necessary 
both to present and adequately to defend a case based on critical 


methods of analysis of drugs. 


Factory Inspection 


The decision of the Supreme Court in l. S. v. Cardiff '* is by far 


the most important decision handed down during the year 


Factory inspection is an essential tool in detecting many viola 


tions of the Act and also in preventing the development of conditions 
which might result tn future violations. By holding Section 301 (1) 
vague and indefinite, the Supreme Court removed the one sanction 
intended to require those handling food, drugs, devices and cosmetics 
to grant permission for inspection of their premises. Since the per 
sons who ordinarily refuse permission to inspect are the very ones 
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most likely to hide the conditions under which they operate, the deci 
sion necessitates remedial legislation. President Eisenhower in his 
State of the Union message asked for this legislation as one of the 
specific measures necessary for the protection of the public health. 
Since the great majority of affected industries have never objected to 
factory inspection, we hope that the new legislation soon will be enacted. 


The court’s decision was based entirely on the inconsistency 
between Section 301 (f) and Section 704. The first section prohibited 
the “refusal to permit entry or inspection as authorized by Sec- 
tion 704,” while Section 704 authorized inspectors to enter a factory, 
warehouse or other establishment only “after first making request and 
obtaining permission from the owner, operator, or custodian.” Since 
Congress apparently made the right to inspect depend on the owner's 
permission, the Supreme Court found it contradictory to make his 
refusal to grant that permission a crime. 


Food Standards 


The most complex case of the year was that of Atlas Powder Com- 
pany v. Ewing and Glyco Products Company v. Federal Security Adminis- 
trator.” It involved two petitions for judicial review of the Administrator's 
order establishing a standard of identity for bread. The order did not 


permit the use of polyoxyethylene monostearate, a chemical bread 
softener. The chemical was excluded on two grounds, first because 
its safety for use over the human life span had not been proved and 
second because it gave bread a deceptive softness to the touch enabling 


bakers to pass off to consumers old bread as fresh bread. The exclu 
sion was attacked by the two companies on numerous grounds, ranging 
from a claimed lack of authority in the Administrator to a charge of 
unlawful discrimination. In addition, Atlas made a determined effort 
both before the Administrator and the court to obtain a reopening of 
the record for new evidence. 

It is impossible within the confines of this paper to explain the 
case in detail. The petitioners’ points and the court’s disposition of 
them can be given only the briefest treatment. 


(1) Atlas contended that the Administrator, in establishing stand- 
ards of identity for foods to promote honesty and fair dealing in the 
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interest of consumers, was without authority to forbid, and was 
required to permit, the use of the chemical, unless he made an affirma 
tive showing at the hearing that the chemical may be dangerous to 
health. It was argued that the Administrator was “out of bounds” 
in excluding the chemical because the record would not permit him 
to find that there is no likelihood of injury from it over the human life span 


Glyco took a more extreme position. It argued that Section 401 
of the Act would not allow the Administrator to exclude from a 
standardized food even ingredients shown affirmatively to be poisonous, 
unless the ingredients were such as to alter the economic integrity 


of the food. 


The court rejected both arguments. It found that the statute 
clearly empowered the Administrator to consider the safety and suita 
Inlity of every ingredient proposed and to include or exclude them 
as appeared necessary to promote the statutory objectives. The 


Quaker Oats decision of the Supreme Court was regarded as controlling, 


(2) The next argument was that the Administrator acted arbitrarily 
in excluding the chemical on the facts in the record, This attack was 
based fundamentally on claimed discrimination in excluding polyoxyethylene 
monostearate while permitting mono- and di-glycerides of fat forming 


fatty acids. The latter are modified fats. Atlas claimed that the prop 


erty of surface activity common to both classes of ingredients required 
that they be treated alike—-that both be permitted or both excluded. 


The court reviewed the 17,000-page, 500-exhibit record and agreed 
there was ample basis for the finding that the safety of polyoxyethylene 
monostearate had not been proved. It also approved the findings that 
the ingredient had properties and a history of use so different from 
mono- and di-glycerides as to justify the Administrator's classification 


of them into separate groups. 


The court rejected the claim of discrimination in the deception 
findings. Since the Administrator found, with adequate record sup 
port, that polyoxyethylene monostearate tended to deceive consumers 
as to the age of the loaf by contributing nothing but artificial softness, 
it was not required to be classified with mono- and di-glycerides which 
had desirable shortening properties at levels of use where they would 


not create undue softness in the loaf. 
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In summary, the court said : 


Far from being arbitrary, [the Administrator's findings] reflect a carefully 
reasoned effort to do what Congress has authorized in the way Congress has 
indicated. Our own review has constantly been guided by awareness that the 
Administrator in deciding what in the future shall be the ingredients of commer 
cial bakers’ bread has made decisions and imposed regulations of legislative type 
and that he was entitled to evaluate data accordingly. . . . Such an approach 
permits the attribution of very great importance to the newness of the use of an 
ingredient in food and the indecisive character of available scientific data con 
cerning its chemistry and its metabolic fate, as well as the fact that this addition 
to human diet has been viewed with alarm by representative persons, expert in 
the relevant scientific fields. . . . One making a rule for the future which in 
practical effect will determine whether millions of people shall eat something 
every day may reasonably refuse to subject the general public to even slight risks 
and small deceptions, -In these circumstances, the fact that administrative action 
has been dominated by great caution but serves to emphasize the reasonableness 
of the Administrator's conduct, 

(3) As to Atlas’ motion to reopen, the court pointed out that the 
company had constantly shifted its position in attempting to show that 
new evidence had been developed. The court held that the Administra- 
tor had not abused his discretion in refusing to reopen the record on 
finding that the scientific experiments into safety were still incomplete 
and inconclusive. Viewing the proffered new evidence de novo, the 
court found nothing in the offers of proof that would require it to 
disagree with the Administrator’s conclusion that the offers included 


no controlling new evidence. 


soth Atlas and Glyco are seeking certiorari. 


Conclusion 


It has been widely asserted that our success in the courts is due 
to careful selection of test cases. It has even been said that we make 
our own law, a little at a time. A fair review of judicial progress in 
1952 should dispel these ideas. We selected only three of the cases 


for appellate review, and one of them, the //oxsey case, was decided 
In the other 


& 


on the facts rather than on important legal questions.’ 
appellate cases we were either appellee or respondent. We were suc 
cessful before the courts of appeals primarily because the judiciary 
was true to its obligation to read the law in the light of the broad 
Congressional purpose of providing maximum public protection. 


[The End] 


"The Cardiff case was appealed by the court. We sought certiorari for the rev iew 
defendant after conviction in the district of the adverse court of appeals decision 





Proposed Simplification 


of Food Standards Procedures 


By MICHAEL F. MARKEL 


Presented at the February 20 Meeting of the Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association, 
New York City, by the Author in His Capacity as Vice Chairman 
of the Food Standards Committee, This Discussion Was Intended 
as a Basis for Action, by the Section, on Committee Proposals 


HE Committee on Food Standards of the Section on Food, Drug, 

and Cosmetic Law of the New York State Bar Association has 
approved a proposed amendment of the Federal Food, Drug, and 
Cosmetic Act which, it is submitted, should serve to simplify food- 
standard procedures. This discussion of the proposed amendment is 
intended to serve as a basis for action by this section of the New York 
State Bar Association upon our committee’s recommendations. 


In discussing the proposed amendment to the Act, certain basic 
principles should be noted. These may appear elementary to mem 
bers of this section but bear repeating in this discussion. We should, 
therefore, recall that food standardization by regulation having the 
force and effect of law was authorized by the Congress after extended 
hearings on such proposed legislation, actively supported not only 
by consumer groups but also by important and influential segments 
of the food industry. Section 401 of the Act was ultimately enacted in 
the belief that such food standards would serve the dual function of 
protecting consumers against frauds inherent in food dilution and the 
reputable manufacturer against the inevitable unfair methods of com 
petition resulting from food dilution, a practice invariably resorted to 
by some members of the industry in order to achieve competitive 
advantages not otherwise attainable by them. 


2?7 


oo/ 
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\ review of the practical administration of Section 401 in the 
promulgation of food standards after nearly 15 years of effort reveals 
that the achievement to date has fallen far short of the objective con 
templated at the time of enactment of the law. For example, of the 
list of foods which were exempt from the provisions of Section 403 (i) 
of the Act for a period of two years on the ground that these foods 
would be standardized during that two-year period, a substantial num 
ber still remains unstandardized, It follows that if the basic objectives 
of the food-standards law are sound, and no one has suggested that 


they are not, then both consumers as well as manufacturers have not 
received the full benefit of that law as contemplated when it was 


enacted. Why not? 


Most of those among you who have had occasion to concern your 
selves with the sundry problems inherent in food-standard proceedings 
have, no doubt, heard from various sources suggested answers to this 
question, embellished by some restrained and some not so restrained 
criticisms. While the suggested answers and proposed remedies may 
vary according to their sources, all are agreed that food standardization 
has not worked out efficiently. The concern that the practical adminis- 
tration of this law has proven entirely too costly to both the govern 
ment and the regulated industry and has, in some instances, perhaps 
served to impede technological improvements of a standardized food 
is shared by most reponsible leaders in the food industry. Indeed, the 
concern over the rigidity of present standards and the costly pro 
cedures involved in their promulgation has become so widespread that 
the Food and Nutrition Board of the National Research Council 
authorized the appointment of a special committee to study the prob 
lem. Dr. Robert R. Williams, chairman of that committee and a 
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member of the National Research Council, reported on the proceedings 
before his committee and outlined his own views based thereon.’ 
We may profitably take note of that report in this discussion of the 
amendment of food-standard procedures now being proposed. 


It should be noted at the outset that in all discussions and criticisms 
of the problems inherent in food standardization as now practiced, no 
one has ever suggested that Section 401 be repealed. Dr. Williams 
apparently also found this to be the fact for he says: 
tH 


There has been virtually no dissent in our committee discussions trom th 


view that standards are necessary for the proper enforcement of the food pro 
visions of the Act 

Therefore, any discussion should proceed to a consideration of 
more specific problems inherent in the practical administration of the 


present basic food-standards law. 


Question of Kinds of Standards 

Dr. Williams takes note of the fact that there have been sugges 
tions that the kinds of standards promulgated may have been a con 
tributing factor in creating an over-all situation considered cumbersome 
and impracticable. He correctly notes that there have been sugges 
tions that the practice of writing standards which are, in effect, 
recipes, goes beyond what is needed in order to establish the economik 
integrity of a food. Those who have been critical of this type of stand 
ard have suggested that economic integrity of a food could be insured 
by merely establishing the required ingredients so as to insure the 
identity of a food and fixing their ratio so as to insure its economic 
integrity, that is, its standard of identity. As to this, Dr. Williams says: 

This suggestion may have merit, although even preliminary consideration 
reveals difficulty in distinguishing between economically important and minor 
ingredients. They appear to differ only in degree of economic importance 

[It is submitted that this does not constitute an adequate answer 
to that particular problem, because, it seems to us, this begs the very 


question raised by those who have been critical of the kinds of 


standards being promulgated. Such an administrative distinction 
between ingredients is made in every standard and is necessary in 
order to specify those ingredients which are required to insure the 
economic integrity of a food and those permitted, so as to provide a 
latitude for practicing the preferred culinary art by the individual 





1 Standards of Identity for Foods by 
Robert R. Williams, 7 FOOD DRUG COS- 
METIC LAW JOURNAL 565 (1952) 
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manufacturers. For purposes of any legal consideration, administra- 
tive listing of ingredients which are not required to be used in order 
to compel adherence to a standard promulgated to insure food integrity 
but which may be used at the option of the food manufacturer requires 
precisely the kind of delineation between ingredients which is alleged 
to be impracticable. Be that as it may, this question does not require 
any further discussion at present because the basic question as to 
whether the former or the latter kind of standards is authorized by 
Section 401 is now before the Supreme Court and will, therefore, soon 
be finally and authoritatively settled. Should that tribunal decide that 
the recipe type of standards is authorized by Section 401, there will be 
time enough to consider whether statutory amendment should be urged 
in order to provide for more simple standards. It may well be that if 
the procedure now proposed is adopted, the recipe type of standards 
will become more practicable. 


Delays Growing Out of Formality of Food-Standard Hearings 


Another factor which has contributed very substantially to pro 
longation of food-standard hearings has been the consideration of the 
safety of proposed ingredients at these hearings. It is generally agreed, 
and Dr. Williams also appears to be in agreement, that the formality 
of food-standard hearings is not conducive to prompt and satisfactory 
resolution of questions of safety of substances which are “new” and, 
therefore, not generally recognized by experts qualified to judge the 
safety of substances as being safe for the proposed food use. How- 
ever, this problem, too, need not be considered, because legislation 
has already been introduced which would have the effect of removing 
such considerations from food-standards hearings. Whatever the ulti 
mate form of such legislation may be, it should surely serve to eliminate 
consideration of questions of toxicity of proposed “new” ingredients 
from food-standards hearings, since there appears to be general agree 
ment among those concerned with this legislation that this be one of 
the results of any amendment te the law involving pretesting of “new” 


substances proposed for food uses. 


The one important remaining factor which has contributed more 
significantly to the development of the situation now generally viewed 
with alarm is inherent in the formal procedures required to be fol 
lowed in food-standards hearings by reason of the provisions of 
Section 701 (e) of the Act and the parallel provisions of the Administra- 
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tive Procedure Act made mandatory by reason of the provisions of 
Section 701 (e) requiring that orders promulgating regulations fixing 
and establishing definitions and standards of identity for foods be 
based “only on substantial evidence of record at the hearing.” This 
appears also to have been recognized as the primary source of the 
problem by Dr. Williams, for he reports: 

The greater part of the time and thought of the committee has been given to 
considerations of means whereby standard-making procedures may be simplified, 


expedited and rendered less costly. Obviously, if standards can be readily modi 
fied in the light of new developments, greater flexibility will be achieved 


Required Procedures Included in Act at Insistence 
of Industry 

It is not surprising to anyone having participated in food-standards 
hearings that Dr. Williams’ committee should devote the greater part 
of its time to considering this source of regulatory problems, because 
all the complaints that these hearings are too costly, too involved and 
too prolonged can be attributed, in the main, to these required pro 
cedures. When a formal hearing is required, representation of industrial 
interests by legal counsel and eliciting of testimony by the question 
and-answer method of examining witnesses, both directly and on 
cross-examination, cannot be avoided, much as that may be desired 
by our brothers of the scientific professions who have found this formal 
procedure so annoying and unnecessary. It should be recalled here, 
parenthetically, that these provisions of the law were strenuously 
insisted upon by industry and were included in the Act at industry 
insistence over some government objection. 


Criticisms of Lawyer's Role in Proceedings Examined 


In this connection, we feel constrained to take more specific note 
of certain criticisms but politely alluded to by Dr. Willams, namely, 
that the lawyer’s role in food-standard proceedings has contributed 
substantially to unnecessary prolongation and involvement of the hear 
ings. Dr. Williams is, indeed, most polite in his allusion to this 
criticism, which apparently was voiced before his committee. As for 
ourselves, we have heard this aspect discussed rather vocally and at 
length, in terms which Dr. Williams would probably not use even in 
his private conversations. There has been widespread complaint by 
scientific groups that “the lawyers have captured the scientists.” They 
feel that lawyers have arrogated unto themselves functions which 
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belong more properly in the field of food technology rather than legal 
procedures, We deem it neither improper nor immodest to suggest 
before a group of lawyers that if the lawyers were to prepare their 
bill of particulars on this subject, it would become most apparent that 
there are more so-called “experts,” “technical advisors,” “public rela- 
tions counsel” and the like who practice law in this field than in any 
other field. However, we question very seriously that generalization 
is in order in eithér category. 


No doubt there have been isolated instances where the lawyer and 
the scientist have not worked harmoniously as a team, but we question 
that this is general and certainly reject any suggestions that the 
lawyers are responsible for the improper functioning of food-standard 
procedures. It must be remembered that food standards are criminal 
laws under which the regulated industry must live. Violations involve 
loss of property and may even subject the management to criminal 
prosecution. It is inconceivable that responsible management would 
want to entrust the writing of such criminal laws to its research depart- 
ment or food technologists. On the other hand, it is equally incon- 
ceivable that the same management would want its lawyers to undertake 
the job of participating in promulgating these criminal laws without 
having the benefit of complete and accurate scientific knowledge in 
order to insure a “reasonable” law or food standard. Obviously, the 
situation calls for teamwork where the administrative officials, the 
scientists and the lawyers all play equally important roles. However, 
as stated, as long as formal hearings are required, the lawyers neces- 
sarily have to take the lead. The best way to relegate them to their 
proper domain, therefore, is by eliminating formal hearings to the 
extent practicable without jeopardizing any of the rights now accorded 
by the law in cases presenting issues between the government and 
the regulated industry which cannot be resolved by informal discus- 
sions. The procedure here proposed should, we believe, serve to allo 
cate the functions of the respective members of the team more nearly 
in line with their respective qualifications. 


A statutory amendment is required in order to eliminate formal 
hearings so as to insure informal and simpler food-standard procedures. 
The amendment which your committee proposes is a very simple one. 
It would merely delete the number “401” from paragraph (e) of Sec 
tion 701 and would include the proposed procedure as a new paragraph 
(b) of Section 401 of the Act. Rather careful consideration has been 
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given to the possibility of amending Section 701 (e) by dividing it 
into two parts. However, after careful consideration it was believed 
that it would be less confusing if the procedural provisions for promul 
gating food standards were to follow immediately after the provisions 


authorizing their promulgation. Accordingly, the amendment is pro 
posed as a new paragraph (b) of Section 401. 


The question has also been asked why our committee does not rec 
ommend amendment of the whole of Section 701 (e) in the manner 
proposed, so that all of the hearings held pursuant to the sections there 
specified would also be thus simplified. There is no reason whatsoever 
why this procedure should not be adopted for all of such hearings 
However, in connection with that suggestion it should be recalled 
that this question of simplifying the food-standard procedures has 
been discussed since 1947, and we are only now getting around to 
doing something about it; and it was only after the problems created 
by the formal procedures had assumed such proportion that an organ 
ization such as the Food and Nutrition Board of the National Research 
Council found it necessary to concern itself with them. The other 
sections involve hearings affecting many industries other than the 
food industry. It was feared that any proposal that the whole of Sec 
tion 701 (e) be so amended might well then serve to draw in all of 
these other industries which might require again as many years of 
education. Accordingly, it is the considered judgment of all of those 
who have given consideration to this problem that the present amend 
ment be restricted as proposed. If, after a year or two of practical 
experience under this amendment, it should prove to be as helpful in 
the solution of a practical administration of Section 401 as many of 
us expect it will be, then this experience can serve as the basis for 
amending the whole of Section 701 (e) accordingly. 


Text of Proposed Amendment 


The amendment proposed by your Committee on Food Standards 
is as follows: 

Sec. 401 (a) [Present provisions without change. ] 

(b) All action issuing, amending or repealing any regulation contemplated 
by this section shall be upon a proposal made either by the Administrator on his 
own initiative or by petition of any interested person showing reasonable grounds 
therefor. The Administrator shall publish such proposal and shall afford all 
interested persons an opportunity to present their views thereon, orally or in 
writing as he may determine. As soon as practicable thereafter, the Adminis 
trator shall, by order, make public his action upon such proposal. At any time 





PAGE 234 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1953 


prior to the thirtieth day after such action is made public, any person adversely 
affected by such order may file objections thereto specifying with particularity 
the provisions of the order deemed objectionable, stating the grounds therefor, 
and requesting a public hearing upon such objections. ‘The Administrator shall, 
thereupon, after due notice, hold such a public hearing for the purpose of receiv 
ing evidence relevant and material to the issues raised by such objections. As 
soon as practicable after completion of the hearing, he shall, by order, make public 
his action on such objections and such order shall be based only on substantial 
evidence of record at such hearing and shall set forth, as part of the order, 
detailed findings of fact on which the order is based. Any order determining 
any issues raised by objections duly filed, shall be subject to the provisions of 
Section 701 (f) and (g). Every order making public the Administrator’s action 
upon a proposal, to which no objections are filed shall become effective on the 
day following the thirtieth day after publication of such order. No order deter- 
mining issues raised by objections filed as herein provided and after a public 
hearing thereon, shall take effect prior to the ninetieth day after its publication, 
except that if the Administrator finds that emergency conditions exist necessitat- 
ing an earlier effective date, then the Administrator shall specify in the order his 
findings as to such conditions and the order shall take effect at such earlier date 
as the Administrator shall specify therein to meet the emergency 


First Sentence a Departure from Language of Section 701 (e) 


Particular attention is directed to the wording of the first sentence. 
It should be noted that “any interested person showing reasonable 
grounds therefor” may make application for promulgation or amend 
ment of a standard. That is a departure from the language of Section 
701 (e) which restricts such application to “an application of any inter 
ested industry or substantial portion thereof.’ The last-quoted lan 
guage has been construed as restricting the right to make such application 
to a group of members of a basic industry. Therefore, ingredient sup 
pliers may not request amendments to standards so as to specify their 
ingredients therein.? This has placed an undue and unnecessary hard 
ship on ingredient suppliers in securing amendments to food standards. 
They have only too often been at the mercy of trade associations and 
sometimes the victims of interindustry disagreements. It is only rea 
sonable that if a manufacturer of a substance finds a use for his product 
in a certain standardized food, he, himself, should have the legal right 
to require consideration of his product fer use in that food. Abuses 
in requesting amendments can be avoided by the requirement that any 
applicant show reasonable grounds therefor. This requires a real show 
ing, as a part of the application, that the proposal is feasible and 
practicable and will meet statutory requirements. In short, such an 





2 No question of promulgation of an orig- a party could never show a ‘“‘reasonable 
inal standard on application of an _ in- ground” for demanding the promulgation 
gredient supplier is involved, since such of an initial standard 
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application should be based on more than a glint in some food tech 
nologist’s eye. 


It should also be noted that, in compliance with the requirements 
of the Administrative Procedure Act for rule-making, any proposal 
will be published and all interested persons will be afforded an oppor- 
tunity to submit their comments and erticisms. The detailed procedure 
will, of course, be worked out by administrative procedural regulations, 
but presumably these comments will be in the form of written briefs 
and, where necessary, perhaps followed by oral argument. Thus, 
everyone will have an opportunity for discussion, and the interested 
scientists will be afforded their opportunity to submit their data in the 
manner and form to which they are accustomed and in an atmosphere 
more conducive to scientific discussions. 


The next point which should be noted is that after the Administra- 
tor comes to a conclusion, his proposed order will be published as a 
proposed regulation or a proposed amendment to a regulation, as the 
case may be, and will become final unless objections are filed within 
the specified time. L’articular attention is called to the change in ter- 
minology in this sentence, namely, from “interested person” to “person 
adversely affected.” This same term now appears in Section 701 (f) 
(1) which authorizes judicial review “in a case of actual controversy.” 
It is quite obvious that if there be objections to the proposed order, 
it will be only “in a case of actual controversy.” Therefore, all of the 
considerations for restricting judicial review to persons “adversely 


affected” are equally applicable to “controversies” raised by proposed 
regulation or amendment of regulation after all “interested persons” 
have been heard. The right to force a formal hearing should be 
restricted to those who have a legitimate grievance by reason of the 
fact that they would in some way be restrained or restricted if the 
proposed regulation were to become effective. The courts have held 
that only then is a party “adversely affected.” * 


Proposed Restriction on Formal Hearing 
It should further be noted that the formal hearing will be restricted 
to issues of fact raised by the objections filed. This is desirable because 
frequently controversies arise only with respect to one or two items. 


This provision is calculated to afford informal resolution of all other 


* United States Can Sugar Refiners’ As- 
sociation v. McNutt, 138 F. (2d) 116 (1943). 
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provisions of the proposed order with respect to which no controversy 
exists. However, the procedures for any hearing forced by the filing 
of objections will remain as they now are. This is necessary because 
there is no middle ground when it comes to resolving controversies 
which one or the other party desires reviewed in court. The procedure 
followed in adducing “evidence” by formal examination and cross- 
examination of witnesses subject to established rules of evidence has 
stood the test of centuries of experience in Anglo-Saxon jurisprudence 
and has thus proved itself as one of the best (if not the best) procedures 
to insure a democratic process in resolving disagreements formally. 


The remaining provisions of the proposed amendment are the 
same as the comparable provisions of Section 701 (e), except that 
proposals which do not involve any controversy become effective when 
the time for filing objections has expired, 


Unanimous Action by Section upon Proposal 


|Upon conclusion of this discussion, Mr. Markel suggested that 
if parliamentary procedures permitted, he, as vice-chairman of the 
Committee on Food Standards, would move that the proposed amend- 
ment be approved by the section. Upon being assured in this respect 
by the chairman, it was moved that the section approve the proposed 
amendment and that the Committee on Food Standards be authorized 
to take whatever steps might be reasonably necessary to promote leg 
islation which was, in principle, consistent with the proposed amend- 
ment. In response to the call for a discussion of the motion, the 
question was raised from the floor as to the meaning of the term “in 
principle,” whether it was intended that this be “broadly” or “strictly” 
construed. Mr, Markel stated that it was the intention that this be 
strictly construed and that it was included in the motion solely for 
the purpose of authorizing the committee to make such revisions in 
the proposed draft as correct legislative form and draftsmanship might 
require, The motion was, thereupon, unanimously carried.] [The End] 


CRY) 





Report on 1952 Progress 
in Product Liability Law 


By BRADSHAW MINTENER 


This Report Was Made at the Annual Meeting of the Food, Drug and Cos- 
metic Law Section, New York State Bar Association, on February 20, 1953 


Fem WE CONCLUDE another most worthwhile two-day pro 
gram of our Anti-Trust and Food, Drug, and Cosmetic Law 
Sections of the New York State Bar Association. | am sure that all 
lawyers here feel, as I do, that we are greatly indebted to our dis 
tinguished chairman, Charles Wesley Dunn, for making it possible 
for us to share these informative and stimulating programs during 


these past eight years. 


In examining the Product Liability Law during the past vear, 
the following observations are noted : 


Trends 


No significant or new trends appeared in 1952, but those which 
have been developing in recent years seem to have become more or 
less stabilized. The decisions indicate clearly a continued policy of 
judicial determination to make the manufacturers of food, drugs and 
cosmetics responsible for the safety, condition and quality of their 
products from factory to consumer ; to expand the doctrines of res ipsa 
loguitur and warranties. In this latter connection, the Uniform Com 
mercial Code appears now to be set, and the warranty provisions are 
today much more satisfactory and acceptable than when originally 
proposed. I am advised by Mr. Frank T. Dierson, who performed 
such an outstanding service in spearheading the revision of the war 
ranties provisions of the code, that the text and the editorial comments 
have been revised so that they are now entirely acceptable to all of us. 
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The following state legislatures have recently given consideration 
to the Uniform Commercial Code (containing satisfactory provisions 
relating to warranties) : 

California Assembly Bill No. 1232. 

Pennsylvania Senate Bill No. 12. 

Connecticut House Bill No. 71. 

New York Assembly Bill No. 3338 of 1952 is being studied by a 
state law revision commission at the direction of Governor Dewey 

New York Assembly Bill No. 821 seems to be objectionable 
because it is a nonuniform adaptation of the warranties provisions of 
the code. It is now in the Judiciary Committee of the New York 
Assembly. 

Wisconsin Senate Joint Resolution No. 4 would appoint a state 
committee to study the code. 

There has been a slight increase in the number of reported cases 
during 1952 as compared with 1951. In 1952 there were more cases 


reported involving foreign substances in bottled beverages than in 


1951; fewer foreign-substance and contaminated food cases; fewer 


bottle-explosion cases and more miscellaneous cases. 


Published Articles and Annotations 
“A Tare in the Field of Res [psa Loquitur” by Professor Fred .\. 
Dewey, University of Cincinnati Law School, 19 University of Cincin 
nati Law Review 415-459. 
“Res Ipsa Loquitur Vindicated” by Professor Louis LL. Jatfe, 
Harvard Law School, 1 Buffalo Law Review 1-15. 
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“Factory Inspection Provision—Sense or Nonsense?” by Richard 
S. Bull, Jr., 7 Foop Druc Cosmetic Law JourNAL 437 (1952). 

“How One Canner Handles Product-Liability Claims” by Melvin 
FE. Mensor, Legal Department, California Packing Corporation, 7 Foop 
DruG Cosmetic Law JourNa 681 (1952). This is an excellent article 
and should be very helpful to lawyers. 

“Manufacturers’ Product Liability” by Professor Robert W. Mil- 
ler, Syracuse University School of Law, Syracuse Law Review and 
New York State Bar Bulletin, October, 1952. 

“How Management Handles Products Liability Claims—.\ Sur- 
vey of Company Practices,” Research Report No. 19, American Man- 
agement Association, New York City. 


The food section of the Permanent A. L. R. Digest contains a very 
comprehensive reference outline of general legal matters, including 
statutory and municipal regulation, and civil and criminal liability, 
pertaining to food and beverages and their preparation, manufacture, 
sale, handling and distribution. There is a similar, though not as com- 
prehensive, section on drugs and druggists, which also includes medi- 


cines and cosmetics, their manufacture and sale. 


General Legislation 

(1) Chemical Additives to Food and Other Products —The Delaney 
Committee of the Congress carried on an extensive series of hearings 
last year, and a bill relating to this matter has been introduced by 
Congressman Delaney. Several other bills have been or will be intro- 
duced. This is an important, serious and ticklish problem and one in 
which all lawyers in the field of food, drug and cosmetic law must 
become informed and interested. 


(2) Factory Inspection ——The Cardiff case decision by the United 
States Supreme Court has resulted in several bills being introduced 
into the Congress and should be followed closely. It is my strong 
personal conviction that the Food and Drug Administration must 
immediately have adequate inspection authority to carry out its respon 
sibility under the law. 

(3) Hoover Commission Report on Government Reorganization.— 
The report of the Commission on Social Security is being revived, 
particularly that part which recommended, among other things, that 
the Food and Drug Administration be broken up; that the food-regu 
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lation functions of the Food and Drug Administration be transferred 
back to the Department of Agriculture; and that the drug-regulation 
authority be given to a new agency to be established, the United Med- 


ical Administration. Personally, I am strongly opposed, and I find 
that others feel the same way, as indicated by the resolution adopted 
unanimously by this Food, Drug, and Cosmetic Law Section of the 
New York State Bar Association today opposing such a breaking up 
of the Food and Drug Administration. I hope that all lawyers will 
interest and inform themselves and their clients and principals regard- 
ing this important matter. This recommendation, in my judgment, 
would not be practicable and would not be in the best interests of the 
American consuming public or of industry, or in the interest of greater 
economy and efficient functioning of the federal government. 


Food Law Institute 


The Food Law Institute is now fully matured, a going and vital 
concern. It is a monument to constructive business statesmanship 
and leadership by the food industry and particularly to our chairman, 
Mr. Dunn, who has, almost singlehanded, organized and guided the 
institute to its present unique and outstanding position. The institute 
is providing the following : 


(1) The teaching of the food and drug law in several of the major 
law schools of this country. The institute is centered in the New York 
University Law School and the number of law schools participating 
in the program of the institute will be expanded as rapidly as indicated. 
A course in product liability law 1s included in some of the law schools. 


(2) The training of practicing lawyers in the food and drug law 
through seminars. 


(3) The training of teachers of food and drug law. Several of the 
fellows of the institute are now teaching courses in food and drug law 
in some of our leading law schools. 


(4) Research and scholarships which has produced and will con- 
tinue to produce textbooks, compilations of laws and other publications 
which will be not only unique but I believe indispensable tools for 
lawyers and students of this law. 


(5) Opportunities for lawyers and government officials, in com- 
munities where law schools are located which are cooperating in the 
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institute’s program, to exchange views and to obtain postgraduate 
instruction in food and drug law. 

The following is a list of the cases reported since last year's 
meeting: 

Foreign-Substance Beverage Cases 

Ada Coca-Cola Bottling Company et al. v. Asbury, CCH Poop Druc 
Cosmetic Law Reports § 22,272, 242 Pac. (2d) 417 (Okla.). 

Moore v. Louisiana Coca-Cola Bottling Company, CCH loop Drvu« 
Cosmetic Law Reports § 22,282, 58 So. (2d) 310 (La.). 

DeLucia v. Coca-Cola Bottling Company of Connecticut, CCH Foon 
Druc Cosmetic Law Reports § 22,288, 89 Atl. (2d) 749 (Conn.). 

Leatherman v. Coca-Cola Bottling Company, CCH Foop Druc Cos 
metic Law Reports § 22,306, 254 S. W. (2d) 436 (Mo.). 

East Kentucky Beverage Company v. Day, CCH Foon Druc CosMeti« 
Law Reports § 22,285, 248 S. W. (2d) 923 (Ky.). 

Cushing Coca-Cola Bottling Company v. Francis, CCH loop Druc 
Cosmetic LAw Reports { 22,293, 245 Pac. (2d) 84 (Okla.). 

LeBlane v. Louisiana Coca-Cola Bottling Company, CCH loop Druc 
Cosmetic Law Reports € 22,269, 60 So. (2d) 873 (La., 1951). 


Foreign-Substance and Contaminated Food Cases 

Fishman v. Fischer Packing Company, CCH Voop Druc Cosmetic 
law Reports § 22,273, 2448. W.456 (Ky., 1951). 

Bowman Biscuit Company v. Hines, 251 S. W. (2d) 153 (Tex.). 

Boulahanis, et al. v. A. & P. Tea Company, CCH Foop Druc Cos 
mMeTIC Law Reports § 22,302, 348 Ill. App. 546 (IIL). 

Mente v. Albers Super Markets, Inc. CCH Fooo Druc Cosmetic 
Law Reports § 22,305, decided December 10, 1951 (Ohio). 

Armstrong v. Fiato, 279 App. Div. 685, 108 N. Y. S. (2d) 4 (N. Y.). 

Gray v. Morgan and Lindsey, CCH Foop Druc Cosmetic Law 
Reports § 22,267, 55 So. (2d) 273 (La., 1951). 

Lamb v. Hill, 245 Pac. (2d) 316 (Calif.). 

Duncan v. Martin’s Restaurant, 347 Ill. App. 183, 106 N. E. (2d) 
731 (N. Y.). 

Houchens Food Market of Bowling Green v. Keith, CCH Foopo Druc 
Cosmetic Law Reports € 22,284, 247 5S. W. (2d) 521 (Ky.). 
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Cohan v. Associated Fur Farms, CCH Foop DruGc Cosmetic Law 
Reports {| 22,289, 261 Wis. 384, 53 N. W. (2d) 788 (Wis.). 

DeLuccio v. Wagner Baking Corporation, 201 Misc. 984, 115 N. Y. S. 
(2d) 728, app. den., 280 App. Div. 893, 115 N. Y. S. (2d) 304 (N. Y.). 


Bottled-Beverages-Explosion Cases 

Leach v. Joyce Products Company, CCH Foop Druc Cosmetic Law 
Reports { 22,283, decided March 13, 1952 (Ohio). 

Ryan v. Scheidt Brewing Company, CCH oop Druc Cosmetic Law 
Reports § 22,291, 197 F. (2d) 614 (CA-3). 

Mead v. Coca-Cola Bottling Company, CCH Foop Druc Cosmetic 
Law Reports { 22,304, decided September 18, 1952 (Mass.). 

Pattinson v. Coca-Cola Bottling Company of Port Huron, CCH Foop 
Druc Cosmetic Law Reports § 22,281, 333 Mich. 253, 52 N. W. (2d) 
688 (Mich.). 

Johnson v. Coca-Cola Bottling Company of Willmar, CCH Foop Druc 
Cosmetic Law Reports § 22,275, 51 N. W. (2d) 573 (Minn.). 

Coca-Cola Bottling Company v. Hankins, 245 S. W. (2d) 740, rev'd, 
249 S. W. (2d) 1008 (Tex.). 

Day v. Grand Union Company, CCH Foon Druc Cosmetic Law 
Reports {| 22,294, 280 App. Div. 253, 113 N. Y. S. (2d) 436 (N. Y.). 

Zentz v. Coca-Cola Bottling Company of Fresno, CCH Foon Druc 
Cosmetic Law Reports § 22,301, 247 Pac. (2d) 344 (Calif.). 

Seeraty v. Philadelphia Coca-Cola Bottling Company, CCH Foov 
Druc Cosmetic Law Reports § 22,296, 198 F. (2d) 264 (CA-3). 

Robertson v. Coca-Cola Bottling Company of Walla Walla, CCH Foop 
DruGc Cosmetic Law Reports § 22,300, 247 Pac. (2d) 217 (Ore.). 

Willoughby v. Safeway Stores, Inc., CCH oop Druc Cosmetic Law 
Reports {| 22,297, 198 F. (2d) 604 (CA of D.C.). 


Miscellaneous Cases 


Injuries from Home Permanent.—Bish v. Employers’ Liability Assur 
ance Corporation, CCH Foop Druc Cosmetic Law Reports § 22,274, 
102 F. Supp. 343 (DC La.) (direct suit against insurance carrier) ; 
Higbee v. Giant Food Shopping Center, 106 F. Supp. 586 (DC Va.). 

Injury from Burns from Flaming of Orange E-xtract-—Mauro v 
A. & P. Tea Company, CCH Foor Druc Cosmetic Law Reports § 22,276, 
127 N.Y. L. J. 765 (N.Y.). 
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Injuries from Hair Dye.—Fein v. Bonetti, et al., CCH Foop Druc 
Cosmetic Law Reports § 22,277, 127 N. Y. L. J. 806 (N. Y.). 

Liability of Proprietary Drug Manufacturer.—W ebb v. Sandoz Chemi- 
cal Works, CCH Foop Druc Cosmetic Law Reports © 22,278, 69 S. E. 
(2d) 689 (Ga.). 

Chemical Burns from Liniment.—Randall v. Goodrich-Gamble Com- 
pany, CCH Foop Druc Cosmetic Law Reports § 22,279, 54 N. W. (2d) 
769 (Minn.). 

Scar Injuries Caused by Cosmetic Bleach Cream.—Phillips v. Whelan 
Drug Company, CCH Fooo Druc Cosmetic Law Reports {§ 22,286 
decided April 23, 1952 (Pa.). 

Liability for Injury to Unborn Child. —Cavanaugh v. First National 
Stores, Inc., CCH Foop Druc Cosmetic Law Reports § 22,295, 107 N. E. 
(2d) 307 (Mass.). 

Injury from Use of Vaporizer.—Blissenbach v. Yanko, CCH Foop 
DrucG Cosmetic Law Reports { 22,298, 107 N. FE. (2d) 409 (Ohio, 1951). 

Injuries from Infection Resulting from Self-Injection—Tuscany v 
United States Standard Products Company, CCH Foon DruGc Cosmetic 
Law Reports § 22,299,243 S. W. (2d) 207 (Tex., 1951). 

Jobber’s Liability to Retailer for Damages from Hair Dye.—Brown v 
Hersch Chemists, Inc., CCH Foop Druc Cosmetic Law Reports § 22,303, 
decided November 1952 (N. Y.). 


Recommendations 
(1) I urge and strongly recommend effective support by way of 
new subscriptions to our publication, Foop DruG Cosmetic Law Jour- 
NAL. It is continually improving and becoming a more valuable and 
necessary tool each year for us as lawyers. Its existence and success 
depend largely upon our support. In my judgment, two or three 


articles each year are more than worth the full subscription price of 


this splendid publication. 

(2) I urge expanded support by way of financial contributions by 
members of the food and drug industry to the Food Law Institute. 
This can and should be our outstanding contribution toward improving 
the food and drug laws, state and federal, official personnel and our 
understanding as lawyers of this most important commercial law 
involving public health and welfare. 

(3) I urge continued cooperation with Mr. Dunn’s Claims Index, 
which will become more useful to lawyers and to clients by increasing 
the information contained in the files of the index. 
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(4) I urge continuation of our cooperative work with and support 
of the United States Food and Drug Administration and of the state 
and local food and drug enforcement agencies. I am satisfied that the 
man power and facilities of the United States Food and Drug Admin 
istration are inadequate for the tremendous responsibilities imposed 
by the Federal Food, Drug, and Cosmetic Act and other laws for the 
enforcement of which the United States Food and Drug Administra 
tion is responsible. We must support and encourage this outstanding 
group of conscientious, competent, fair and loyal public officials. 


¢ RECENT COURT DECISIONS—FOOD, DRUGS ¢ 


Bottled beverages . . . A carbonated-beverage bottler is liable 
for breach of implied warranty for injuries to a plaintiff who purchased 
from a vending machine a bottle of the defendant's beverage which con- 
tained glass. (Florida Coca-Cola Bottling Company v. Jordan, CCH Foow 
DruGc Cosmetic Law Reports § 22,308 (Florida Supreme Court).) A bot 
tler of ginger ale is liable for negligence to plaintiffs made ill as a result 
of consumimeg a portion of the bottler’s beverage, which contained a 
brush. The mere presence of the brush in the bottle evidenced negh 
gence on the part of the bottler where testimony, 1f believed, indicated 
that the bottle had not been opened since leaving the bottler. (Lajote v 
Bilodeau, CCH Foopo DruGc Cosmeric Law Reports 22,307) (Main 
Supreme Judicial Court).) 

Canned spaghetti . . . Spaghetti has been prepared under insanitary 
conditions when canned in a plant occupying two floors of a building 
with part of the second floor used as living quarters and with no screens 
on the windows. Conditions of a continuing nature—flies in the plant 
with nothing to keep them from ingredients, floor wet with sauce, paint 
peeling from ceiling without adequate protection, cat on the premises and 
children playing in the plant—make reasonable the inference that conditions 
were no less insanitary on dates when shipments were prepared and pack 
aged. Canned spaghetti containing maggots, fly eggs and decomposed tomato 
material may be concluded to be adulterated in that it consists in whole 
or in part of a filthy or decomposed substance. (United States v. 1,560 
Cases of Viviano Spaghetti with Cheese, CCH Fooo Druc Cosmetic Law 
Reports § 7532 (United States District Court for the Eastern District 
of Illinois).) 

Drug sales . . . Sales of aspirin, milk of magnesia and camphorated 
oil by a retail grocer not a registered pharmacist are in violation of Wis- 
consin’s Pharmacy Act prohibiting sale of “drugs” by anyone othe: 
than registered pharmacists. Aspirin, milk of magnesia and camphorated 
oil are “drugs” and not “proprietary medicines,” since their formulas 
are not secret and their standards appear in the United States Pharma- 
copoeia and the National Formulary to be used by anyone who complies 
with the standards, and the definition of “drugs” as articles recognized 
in official compendia is not an unconstitutional delegation of authority. 
The court noted that these compendia are published independently of and 
not in response to the statute and they are approved by both medical 
and pharmaceutical professions. (State of Wisconsin v. Wakeen, CCH 
Foop Druc Cosmetic Law Reports § 85,137 (Wisconsin Supreme Court) ) 
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Food and Drug Administration- 


ANNUAL REPORT 
of the Federal Security Agency 


This Is the Report of the FDA Covering the Period from July 1, 1951, 
to June 30, 1952, as Submitted by Charles W. Crawford, Commissioner of 
Food and Drugs, to Oscar R. Ewing, Then Federal Security Administrator 


The Scope of the Job 


HIS cannot be a complete report of the state of the Nation’s food, 

drug, and cosmetic supplies, for which consumers paid about $50 
billion last year. Rather, it is a report of stewardship of an organiza 
tion of 1,000 people entrusted with the responsibility of keeping dangerous, 
impure, and dishonestly labeled products out of interstate commerce 
The degree of their success affects the daily lives of 155 million people 

It is a report of the conditions found by 230 inspectors in the 7,000 
establishments they could cover during the year, about 11 per cent of 
the factories and wholesale houses engaging in interstate trade in 
foods, drugs, and cosmetics. At this rate it would take nine years to 
visit every one. Experience in 45 years of federal food and drug en 
forcement guides the selection of those requiring the most immediate 
attention, but the coverage is necessarily limited. Dividends in publi 
protection were realized in many of the inspections made during the 
year, as shown by follow-up visits to plants that had corrected objec 
tionable conditions after warnings on previous inspections. 

This is a report, also, of the work in the laboratories of the Food 
and Drug Administration where about 300 chemists, bacteriologists, 
microanalysts, pharmacologists, and other scientific experts examined 
the 17,256 samples collected by the inspectors for possible court action, 
and more than 10,000 others for investigational purposes. Their find 
ing that nearly 21 per cent of the official samples collected on a very 
selective basis warranted court action, indicates that better coverage 
would pay big dividends for the consumer. 
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These scientists cannot devote their whole efforts to sample ex- 
amination, since they must also do important research work and serve 
as staff experts for an organization that must base every legal action 
on sound, scientific evidence. Their efficiency is handicapped by inade- 
quate quarters in a building that does not measure up to modern 
standards for research facilities, and is separated from the administra- 
tive offices. A committee has been appointed to determine adequate 
housing requirements. 


Moving in another direction to make its actions more responsive 
to consumer needs, the Food and Drug Administration appointed a 
part-time consumer consultant in each of the 16 districts. Persons 


qualified to ascertain and report the views of consumers in their re- 
spective communities were selected. They are expected to serve as 
sources of authentic information about consumer habits, expectations, 
and preferences in regard to labeling, purchase, and use of foods, drugs, 
and cosmetics. The consultants will be called on particularly to repre- 
sent the consumer viewpoint in food standards proceedings. 


When Disaster Strikes 

The day-by-[day] work of these inspectors and analysts is the 
backbone of the Food and Drug Administration's service. Although 
never routine, occasionally it is interrupted by emergencies such as the 
discovery of a dangerously compounded or labeled product on the market 
or a public disaster which endangers food, drug, or cosmetic supplies. 
Last year there were 37 so-called recalls which required monitoring. 
The most dramatic single incident, however, was the flood of the Kansas 
River in July 1951. 

The industrial heart of metropolitan Kansas City—containing a 
vast system of railroad yards, great storage warehouses, flour mills, 
stockyards, and packing plants—was almost completely inundated. 
Heavy commercial losses were also suffered in Topeka, Manhattan, 
and other cities along the Kansas River and its tributaries. Some areas 
not actually flooded suffered severe losses when electric power was 
cut off for periods long enough to cause spoilage of stocks under re- 
frigeration. 

Even while the affected areas were still under water, inspectors 
were out in rowboats sizing up the job to be done. Immediate plans 
were made with state and local agencies to combine all resources to 
control the disposition of the largest stocks of foods, drugs, and cos- 





1952 FDA REPORT PAGE 247 


metics involved in any disaster in recent history. The federal in 
spectors and chemists stationed in that area were reinforced by in 
spectors rushed in from ten other districts. 


Most of the large commercial stocks were subject to federal juris 
diction, but seizure actions through the federal courts would have 
seriously delayed the clean-up of the devasted areas, the destruction 
of unfit goods, and the proper disposal of usable supplies. State and 
local authorities had embargo and emergency police powers which 
they could and did use. 


Early in the operations, meetings were held with wholesale groc 
ers, flour millers, grain dealers, traffic departments of the railroads, 
salvage dealers, and insurance firms, ending in a general understand 
ing of the course of action. In this emergency the industry generally 
showed a high sense of responsibility. There was only a small fringe 
of unscrupulous operators who sought to capitalize from the disaster. 

City, state, and federal inspectors worked interchangeably under 
the direction of whatever official was designated to take charge of 
any given area. They began their work as the waters receded—wad 
ing through three inches to three feet of polluted mud in hip boots. They 
worked long hours in the broiling July sun, amidst destruction and 
nauseating stenches from decayed food. Food valued at approxi 


mately $20 million was destroyed, denatured, or salvaged under their 


supervision. 

The coordinated work brought results no group could have achieved 
alone. The teamwork shown in this peace-time disaster encourages the 
belief that if our country should ever suffer attack by atomic bombs 
or other modern weapons, its food and drug officials can meet their 


essential responsibilities. 


Chemicals in Foods 


Last year’s annual report stated that the Eighty-first Congress 
select committee of the House of Representatives to investigate the use of 
chemicals in foods had expressed serious concern over the widespread 
and increasing use of chemicals in foods and stressed the need for 
further study by the committee. A resolution continuing the investiga 
tion and extending the scope of the committee’s authority to include 
an investigation of the use of chemicals in cosmetics was approved 
by the House on October 15, 1951. 
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When the hearings closed in March 1952, 217 witnesses had been 
heard. They represented the chemical, fertilizer, pesticide, food, and 
cosmetic industries; interested governmental agencies; professional 
groups; and consumer groups. Expert witnesses from colleges, uni- 
versities, and agriculture experiment stations were heard. leading 
dermatologists, allergists, endocrinologists, and other medical experts 
presented their views and recommendations on the problems presented 
by the use of cosmetics. 

The committee, after study of the testimony, issued reports in May 
and June, 1952, entitled “Foods” and “Cosmetics.” The committee 
concluded that the public is not adequately protected from the hazards 
of injury under the present law and recommended that as a safeguard 
the Federal Food, Drug, and Cosmetic Act be amended to require 
that foods and cosmetics be subjected to essentially the same safety 
requirements as now apply to new drugs. The committee also ex- 
pressed the opinion that there should be an amendment to bring soaps 
within the definition of cosmetics, that ingredients of cosmetics should 
be listed in the labeling, and that the exemption of hair dyes from the 
coal-tar color provisions of the Act should be modified to give the user 
greater protection. The cosmetics recommendations were unanimous. 
Five members signed the food report and two dissented, stating that 
they considered the present law adequate for the full protection of the 


consuming public. 


Food, Drug, and Cosmetic Act—on the Food Front 


In terms of volume, 2024 million pounds of violative food was re 
moved from human food channels during the fiscal year. Nearly two 
million pounds contained dangerous substances, and more than 17 
million was spoiled or contaminated with filth; the remaining two 
million was deceptively misbranded. The statistics shown in Table | 
report the formal actions instituted by the Food and Drug Adminis- 
tration. They do not record the deteriorated foods voluntarily removed 
from the market by manufacturers, jobbers, and distributors when fed- 
eral inspectors questioned their fitness for shipment or sale. 

No statistics show the gargantuan volume of good food reaching 
the American dinner table daily, in contrast to the average of 27 tons 
seized each week day, or even to the amount that would be seized if 
our inspection force were increased several fold. It has been esti- 
mated that there were 3,400 carloads of food in the Kansas City area alone, 
when flood waters reached their crest. This figure, multiplied by the 
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number of other equally large food concentration centers in the country, 
plus smaller quantities available in every production and consumption 
area, indicates to some degree the quantity of food distributed in this 
country. Most of it is perishable or subject to depredations of insects 
or rodents at some stage in its processing or distribution. It is to the 
credit alike of the food industries and the enforcement of consumer 
protective laws that violative merchandise has such a small place in 
the whole food picture. 

The importance to the consumer of the government's removal 
from the market of unfit and dishonestly labeled foods before they en 
danger his family’s health or cause him economic loss must not be 
underestimated. Of even greater importance, however, is the long-run 
etlect of the programs the Food and Drug Administration conducts 
frequently in cooperation with industry leaders—on available food 


supphies. 


Table 1.--Actions on foods during the fiscal year 1952 


Criminal Import 


prose- shipments 
cutions Injunction denied 
Projects ' Seizures instituted petitions entry 


Total 462 2,674 


Beverages and beverage materials : 324 
Bakery products d 74 
Cereals and grain products: 
Human use 22° 41 
Animal use 3 
Chocolate, confectionery, and other 
sugar products 
Dairy products: 
Butter 
Cheese 
Miscellaneous 
Eggs and egg products 
Flavors, spices, condiments 
Fruits and fruit products 
Macaroni and noodle products 
Meat products and pou-try 
Nuts and nut products 
Oils and fats 
Oleomargarine 
Sea food 
Vegetables and vegetable products 
Miscellaneous foods and food adjuncts 
Food for special dietary uses 


Each project under which action was taken is reported. The total number 
of food seizures is 1,426 and of criminal prosecutions is 155. (See table 3.) Each 
of these totals is less than the totals reported above because table 3 reports com- 
bined seizure actions, particularly of warehouse merchandise, and criminal prose- 
cutions against firms that ship toods classified in more than 1 group 
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In June 1952 carloads of “pink wheat” began to arrive at milling 
centers, colored by a poisonous mercurial compound used for seed 
treatment. Weather conditions had prevented farmers from planting 
expected quantities of the treated seed and they were confronted with 
surpluses. Many mixed it with good wheat and delivered it to ele- 
vators for food use. By the end of the fiscal year 18 carloads had 
been seized and shipments were still being made despite warnings 
from mills that this violative grain would not be accepted and was 
subject to federal seizure. Surveillance was required for more than 
two months and eventually resulted in apprehending a total of 50 
carloads, or about 414 million pounds. 


Other seizures based on the use of poisonous substances in food 
involved cheese packaged in wrapping containing dehydroacetic acid 
to retard spoilage; the chemical penetrated the cheese. 

Some concern was expressed during the year on the status under 
the Food, Drug, and Cosmetic Act of foods processed with fluoridated 
water. In July 1952 the Administrator announced that foods pre- 
pared with water fluoridated within the limits recommended by the 
Public Health Service will not be considered actionable under the Act 
because of the fluorine content of the water, unless processing involves 
a significant concentration of the fluorine from the water. Such cases 
will be taken up individually. 


The largest single seizure of the year removed from consumer channels 
more than two million pounds of rodent-defiled sugar. It had been 
stored eight months in a wharf shed, the tops of the stacks covered to 
protect the contents from birds, but with no barrier to rats which 
tunneled through the sacks. It was being loaded for shipment to a 
candy factory when the inspectors reported its condition, 


An even larger lot of filthy sugar, aggregating seven million 
pounds, was kept from food use by import detention, for segregation 
and suitable disposition of contaminated portions. 


Enforcement Brings Far-Reaching Effects 


A single regulatory action may bring spectacular results in con- 
sumer protection. Following a series of seizures of filth-contaminated 
candies, a federal court enjoined the manufacturer from making further 
violative shipments. The factory closed down for three weeks while 
300 people engaged in a thorough clean-up of the premises. Resulting 
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sanitary improvement extended beyond the output of that plant, how 
ever, with other candy manufacturers reviewing their sanitary pro 
grams. One large firm installed a new laboratory for examining raw 
materials and finished candy and others called upon pest control 
operators and sanitation services for more comprehensive protection 
against filth. 


Another injunction action followed the seizure of 700,000 pounds 
of filthy rice and corn grits ina brewery. The president was restrained 
from shipping any of the 16,000 barrels of beer made from such grain 
before the seizures had been effected. This executive promptly ordered 
the beer dumped in the sewer, commenting that if it was not fit for 
interstate commerce he did not want to have it used locally. 


Some manufacturers of tomato juice, catsup, puree, chili sauce, and 
other comminuted products have been placing too much emphasis on 
laboratory examination of their products for mold as an index of 
decomposition, and giving too little attention to removal of unfit raw 
tomatoes during the sorting and trimming operation. Some apparently 
were mixing products made from unfit tomatoes with products made 
from good tomatoes, in an effort to lower the percentage of unfit ma 
terial. A program undertaken in the 1951 packing season was designed 
to shift the emphasis from the “mold count” type of control to control 
by inspection of the tomatoes on the sorting belt. 


Efforts to keep flour and bakery goods free from filth started 


many years ago. First, attention was given to the protection of stored 
lots of flour, then to the sanitary conditions of the mills and bakeries 
Substantial improvements brought most processing establishments 


into satisfactory operating condition. 

A 12-month survey of grain and flour contamination, however, 
showed that filth-free flour and bakery goods are dependent on pro 
tection of food grains from insect, rodent, and bird contamination. 
A new program has now been launched, comprised of sanitary inspex 
tions of grain elevators and transportation facilities, and examination 
of the grain for evidence of contamination. Preceded by extensive 
educational work, this program is being conducted with cooperation 
of the grain trade and farm organizations, the milling industry, the 
Department of Agriculture, and the Fish and Wildlife Service of the 
Department of the Interior, all contributing materially at the farm 
and country elevator level. Regulatory work has already begun against 
rodent-contaminated grain. Work to eliminate wheat with internal in 
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sect infestation is being conducted by both government and industry. 
It will be a long-range program aimed at progressive improvement. 


Information is being collected on the extent of insect and rodent 
contamination of corn and the extent to which it is being carried into 
the finished corn products. A strong enforcement program is needed, 
not only for finished foods, but in the handling and storage of corn 
for human use. 

All three types of Food, Drug, and Cosmetic Act violations 


danger to health, filth and decomposition, and economic cheats—were 
charged in 1952 in cases involving poultry. 


Danger to health was charged in seizures of dressed birds that had 
undissolved diethylstilbestrol pellets in edible portions of the necks 
The pellets were implanted in young male birds to cause artificial 
caponization. Directions called for insertion at the base of the head, 


so that undissolved portions would be discarded at the time of slaughter. 
Some poultrymen were careless, however, in handling this potentially 
dangerous substance. After more than 61,000 pounds of poultry were 
seized in 14 actions early in the year, some raisers abandoned the use 
of pellets, and others corrected their practices. 


There was continued pressure to improve the sanitary handling of 
poultry in the dressing plants and eliminate traffic in diseased birds. 
Plants visited ranged from “pot scalders” to assembly-line establish- 
ments dressing 600,000 pounds of broilers in a 24-hour day. Condi- 
tions varied from excellent to repulsive regardless of size or type of 
equipment. About 200,000 pounds were seized. 


Most of the poultry removed from the market to protect the food 
purchaser's pocketbook had been deceptively weighted with feed or 
water. Thanksgiving market surveys resulted in seizures of turkeys 
with a pound and a quarter of oats in their crops. Addition of water 
took two forms. Some birds were injected in the thighs and breast 
with an average of a quart of water which froze in the flesh—destroy 
ing flavor as well as adding to the net cost. In other cases wet 
eviscerated poultry was packed in plastic bags before freezing, re 
sulting in a 7 to 10 per cent ice glaze. 

Fifty-two shipments of oysters were seized for excess water, in 
violation of official standards. Two injunctions were instituted to 


restrain packers from shipping watered oysters and a number of crimi- 
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nal actions were filed. Three cases are still pending in one district 
court, following failure to obtain a conviction in the fourth case. 
Seven cases terminated with fines were based on adulterations by 
dealers. Typical was a market operator who repacked ten pints from 
each gallon, a 25 per cent gain, with the aid of the water tap. 

The first convictions in the Middle West horse meat scandals re 
sulted in fines and nine-month federal jail sentences for three indi 
viduals in June 1952. They had trimmed off the tell-tale horse fat and 
the green ink “horse meat” imprint placed on the meat at the federally 
inspected slaughtering plant, and removed all horse meat labeling from 
the shipping barrels. The meat was relabeled “chucks” or “shanks.” 

An eastern dealer who substituted horse meat for beef and lamb 
was also fined and was given a one-year suspended jail sentence. A 
second East Coast dealer was fined for shipping uninspected horse 
meat labeled “Inspected and Passed.” 

Itinerant vendors of fake sorghum who operated in the south 
central states found the racket so lucrative that strong regulatory 
measures were required to discourage them. Jail sentences and strict 
probationary periods were imposed on some, and in other cases the 
fraudulent practice was stamped out by state regulatory agencies 

Another 1952 program resulted in breaking up a long-standing 
practice of adulterating lemon oil with distilled oils of a cheaper 
quality, prepared to meet the tests for “U.S. PP. Lemon Oil.” First, 
methods were developed to differentiate genuine from adulterated 
oils; then, for comparative purposes, genuine oils were obtained from 
domestic sources and from Italy and other importing countries. This 
permitted official actions—-seven domestic seizures and 17 import de 


tentions—-which discouraged further adulterations 


Actions Against Oleomargarine Violations 


During the vear all of the cleomargarine manufacturing plants 
and a number of vegetable oil mills were inspected. Citation notices 
were issued to several vegetable oil mills found to be operating undet 
insanitary conditions or using objectionable raw material. These activi 
ties and the work of trade associations have served to bring about 1m 
provement in the vegetable oil industry 

During the vear, 17,930 public eating places were inspected, and 
citation notices were issued to some operators because of failure to 
notify patrons that colored margarine was being served. Most of 
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them were in substantial compliance when reinspections were made. 
Three criminal actions were terminated—two for fat below the official 
standard and one for sale of margarine labeled as butter. The latter 
otfense also resulted in two federal injunctions. 


Contaminated Animal Feed 
Anthrax outbreaks in swine in the Midwest early in 1952 caused 
an intensive epidemiological study by state veterinarians, state health 
departments, the Bureau of Animal Industry, the Public Health Serv 
ice, and the Food and Drug Administration. The outbreaks occurred 
in some areas where anthrax had not been present for years. Evidence 
was developed that bone meal or tankage were common factors in the 
outbreaks, and some of the bone meal was traced to lots imported from 
Belgium and prepared from bones originating in India and Pakistan. 
Representatives of the livestock industry requested B. A. I. to place 
such controls over the importation of bone meal and other products 
of animal origin that they will be free of living anthrax spores before 

being used in this country in feeds and fertilizers. 


Sea-Food Inspection Service 


Furnished on voluntary application of shrimp and oyster canners 
who meet government requirements for sanitation and controls, the 
sea-food inspection service is supported entirely by fees paid by par 
ticipating packers. During the fiscal year, 15 canneries packed canned 
shrimp under inspection; seven of these also packed oysters, and five 
others packed oysters only. The year’s inspected pack increased to 
221,350 cases of shrimp and 114,792 cases of oysters. The service was 
extended in October to packers of frozen shrimp and fresh iced shrimp. 
A total of 313,323 pounds of fresh headless shrimp was packed under 
this new service. 


Products of Special Dietary Significance 

An investigation began in 1952 to evaluate the accuracy of the 
labeling of low-sodium dietary foods now on the market. Low-sodium 
diets have been found effective in the treatment of many cases of high 
blood pressure but the physician who wants to place his patient on 
1/50 of the usual sodium intake has been handicapped by the lack of 
reliable information on the actual sodium content of processed foods 
labeled “low sodium.” Many foods are prepared without added salt 
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or other sodium-containing compounds. Others are treated to remove 
most of their natural sodium content, which some food plants take up 
from the soil, and which is present in most foods of animal origin. 
New methods are being used to analyze samples collected, and a regu 
latory program will be designed to change any practices found to re 
quire correction. 

Seizures in 1952 of food intended for special dietary uses included 
43 of products deficient in the added vitamin or mineral enrichment 
claimed on the labels. 

Also seized were 58 shipments of foods or so-called dietary supple 
ments for human use bearing false and misleading curative claims. 
The Food and Drug Administration continued its activities against 
food quacks and nutritional nostrums. 


Some of the former salesmen of “health foods,” discouraged by 
court actions on misbranding charges, have turned to high-priced pots 
and pans, freezers, and freezer food plans, which they likewise claim 
will improve health or prevent or cure various ailments. Such articles 
do not ordinarily come within the jurisdiction of the Food, Drug, and 
Cosmetic Act but may be just as deceptive as misbranded “health 
foods.” Usually the promotions are based on the false premise that 
the American food supply is inadequate to supply the normal indi 
vidual’s nutritional needs, without the purchase of the promoters’ 


products. 


Drug Traffic 


Late in June the entire field staff of the Food and Drug Adminis 
tration was put to work on a nation-wide search. Reports had come 


in about serious blood disorders and fatalities associated with the anti 
biotic drug chloramphenicol. Nearly 400 inspectors and chemists 
worked over a hot week-end calling on doctors, hospitals, and clinics to 
gather information about these reactions. 

Hundreds of medical case histories were collected. The extensive 
and complex information required evaluation by outstanding medical 
experts. To get such advice the Food and Drug Administration 
called on the Medical Sciences Division of the National Research 
Council. A special committee of the council made its report after 
the end of the fiscal year, on a study of 177 case histories of blood 
disorders associated with the use of this drug, half of them fatal. 
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Qn the recommendations of this committee, the Food and Drug 
Administration decided to permit the continued distribution of 
chloramphenicol under revised labeling which will caution physicians 
not to use this drug indiscriminately or for minor infections, and to 
make suitable blood tests if the drug is to be given for a long period 
or if its use is to be repeated. 


Chloramphenicol had been given to millions of patients in the past 
5 years. Its use in the treatment of very serious diseases, such as 
typhoid, has saved many lives. It is still needed for such use, but the 
physician must determine, as he does when he uses any other potent 
drug, whether there is a clear-cut need that outweighs the possibility 


of harm. 


Manufacturers recalled 20 drug products from the market during 
the year. Thirteen of these actions were voluntary and seven at the 
request of the Food and Drug Administration. Nine products were 
recalled because they were below the strength declared on their labels. 
and three because they bore wrong labels. Eight involved other serious 
errors, such as a dangerous excess of potency, lack of sterility, or 
contamination with a dangerous chemical. 


Court actions against adulterated drugs—items of low potency or 
with impurities—-were small in number compared with those of previ 
ous years. Eleven criminal cases terminated in federal courts in 1952 
resulted in $50 to $3,000 fines, probations, or both. 

The continued campaign against illegal sales of prescription drugs 
accounted for 80 per cent of the criminal actions alleging drug viola 
tions. Barbiturates or amphetamines were usually involved, often 
combined with sales of sulfa drugs, penicillin, potent hormones, or 
thyroid. ‘There was an increase in cases charging illegal sales of 
amphetamines, based on reports of harmful nonmedical use. The 
heaviest penalty was a two-year prison sentence for a druggist con- 
victed of supplying barbiturates to teen-agers, some of whom had just 
been before the court for Narcotics Act violations. A four-month 
sentence was served by a pharmacist who supplied amphetamines to 
college students preparing for examinations. Other sentences Served 
were two for six months and one for five days. Five others (ranging 
from six months to five years) were suspended with probations. 

One of the six-month sentences served was imposed on a pharmacist 
who sold large quantities of amphetamines to underworld characters 
for nonmedical purposes. In imposing sentence the judge said, in part: 
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It is a matter of common knowledge that disaster results from the misuse 
of the drugs here involved. . . . these drugs are dangerous commodities and 
cannot be handled without strict supervision under law 


This case had a far-reaching effect in discouraging other pharmacists 
of the area from selling dangerous drugs without prescriptions, FDA 
inspectors noticed clippings reporting the jail sentence displayed at 
prescription counters of many drug stores. 

For the first time in the drive against illegal sales, a physician was 
convicted of aiding and abetting the violations. He had furnished a 
drug store with signed blank prescriptions which the pharmacists used 
for sales of sulfathiazole and penicillin to persons seeking treatment 
for venereal diseases but who were unknown to the physician. 


The new preseription drug legislation which went into effect in 
April 1952 is discussed under “Legislation and Regulation-Making 


Activities.” While it clarifies the responsibilities of those concerned 
and provides more directly for federal regulatory controls, it wall not 
permit a relaxation of vigilance in this field. 

Physical danger faced by FDA investigators may be expected to 
increase as it becomes necessary for inspectors to trace distribution of 
harmful drugs through underworld channels. Investigations during 
the past year of criminal drug rings resulted in one inspector being 
held at gun point for two hours and another having his skull fractured by 
a blackjack. Unfortunately, it is not a federal offense to attack an 
FDA inspector, although this protection is afforded to narcotics agents 

Another type of dealer violation consisted of substitutions of 
counterfeit drugs or products of entirely different composition for 
those called for on prescriptions. One druggist sold ascorbic acid 
tablets for cortisone. The deception was detected by the prescribing 
physician when critically ill patients did not react to the medicine as 
expected. A second cortisone case involved black-market sales with 
no satisfactory explanation of their source and no proof that the new 
drug safety requirements had been met. Sales of an imitation of 
hormone tablets in substandard strengths also brought a fine. Victims 
were women who did not get the expected relief from menopausal 
disturbances. 

The operation of treatment centers is outside of federal jurisdic 
tion as long as activities remain localized. When worthless or dangerous 
drugs are transported to other states, however, the public is entitled to 
federal protection against being victimized. Tragically, cancer and 
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diabetes patients often abandon or delay medical care while pinning 
their faith in diagnoses and medicines offered by untrained practitioners. 


The 1951 report mentioned the denial of an injunction petition to 
stop a “cancer clinic” from shipping worthless “cures” in interstate 
commerce. The government appealed and just after the end of the 
fiscal year the circuit court ordered the lower court to issue a permanent 
injunction. The higher court, basing its opinions on the testimony of 
medical experts, laid down the following important principles : 


. there is only one reliable and accurate means of determining whether 
what is thought to be cancer is, in truth and fact, actually cancer. This requires 
a biopsy, a microscopic examination of a piece of tissue removed from the infected 
and diseased region. 

the opinion’of a layman as to whether he has, or had, cancer, or a like 
opinion as to whether he has been cured and no longer bears the disease, if, in 
fact, it ever actually existed, is entitled to little, if any, weight. 

despite the vast and continuous research which has been conducted 
into the cause of, and possible cure for, cancer the aggregate of medical experience 
and qualified experts recognize in the treatment of internal cancer only the 
methods of surgery, X-ray, radium and some of the radioactive by-products 
of atomic bomb production. 


The last report also described the operations of an “Indian herb 
doctor” in a combined motor court and treatment center. A nauseat- 
ing concoction, offered for cancer, diabetes, ete., was being taken by 
“runners” in unlabeled quart jars across state lines to patients who 
were buying weekly refills. After an injunction was granted in 
October 1950 the defendant stopped using the “runners” but con- 
tinued to administer the medicine and sell it to visitors to take home 
for themselves and friends out of the state. The government brought 
an action for violation of the injunction but the district court ruled 
that such operations did not involve interstate commerce. The appel- 
late court in this case also overruled the lower court. (In October 
1952 the Supreme Court denied the defendant’s petition for review.) 


A $2,000 fine was imposed in November 1951 on a self-styled 
‘sanitarium.” He treated patients 


“M. D.” operating a bath house 
for cancer, diabetes, and arthritis and sent them home with various 
medicines, some worthless and others dangerous. Some contained 
sulfathiazole and habit-forming drugs but bore no warnings to protect 
the patient. The operator claimed that his cancer medicines would 
loosen internal cancers wherever located and displayed specimens he 


represented as “passed cancers.” Government investigators found 
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these to be gelatinous masses containing psyllium seed. Medical 
experts claimed that he hastened the death of diabetics by his instrue- 
tions to stop the use of insulin. This man was “practicing” on his 
father’s Oklahoma Indian medicine license which had been filed four 
years after the latter's death and showed the applicant to have been 
born in 1842. He was enjoined in June 1952 by his state board of 
medical examiners from using the title “M.D.” and practicing medicine 
without a license. 

In general, actions against proprietary remedies are decreasing in 
number. Some of the 1952 cases, however, were based on claims as 
exaggerated as in any previous year, and just as capable of causing 
irreparable harm. 

One federal judge, levying a heavy fine and four- and three-year 
suspended jail sentences, condemned the defendants’ practice of mix 
ing religious views with medical promises. He also spoke out against 
their preying on the easily deceived who could be fooled into believing 
that they were being cured by worthless drugs, and thus fail to seek 
proper treatment for serious diseases. 

In the same city, a permanent injunction was granted to stop a 
partnership from shipping drugs consisting essentially of epsom salts, 
chalk, and salt, misbranded with claims to treat diabetes, colitis, 
arthritis, high blood pressure, and other serious conditions. A six 
month suspended sentence was given to the promoter of a mineral 
water extolled for diphtheria, leucorrhea, and tuberculosis. 


Another case was based on mail-order sales of herbs for drunken- 


ness, baldness, and to promote “vim and vigor.” The defendant, a 


former shipyard employee, depended on an herb formula book Old 


Secrets and New Discoveries for the validity of his claims. After he 
had been placed on probation for a year, he restricted his sales to 
curio items, including oils that would serve as sex lures, ward off hexes 
and undesired visitors, keep loved ones home at night, attract wealth, 


and perform other miracles. 


New Drugs 


One of the most important responsibilities of the Food and Drug 
\dministration is to determine whether the safety of new drugs has 
been sufficiently studied before they are permitted to go on the market. 
During the fiscal vear 1952 drug manufacturers filed 395 new-drug 





PAGE 200 POOD DRUG COSMETIC LAW JOURNAL—APRIL, 1953 


applications. These covered 271 preparations for human use and 124 


for veterinary use. Of the 304 applications permitted to become ettec- 
tive during the year, 194 were for human and 110 for veterinary use. 

No order was issued by the Administrator refusing to permit an 
application to become effective. The effectiveness of one application 
was suspended with respect to one dosage form of the drug. 

Among the significant drugs considered during the year were 
purified corticotropin preparations; two radioactive products: certain 
blood plasma extenders; allyl nor-morphine, an antagonist of certain 
narcotics; primaquine, an antimalarial drug: hexamethonium and 
hydralazine, hypotensive agents; isonicotinic acid hydrazide for the 
treatment of tuberculosis; aminopterin for acute leukemia therapy in 
children; tetraethylthiuram disulfide, useful in the therapy of alcohol 
ism ; certain cationic exchange resins used for contro! of cardiac edema ; 
and some new antiepileptic drugs. 


Attention was given to reports of agranulocytosis associated with 
the use of new drugs, particularly acetyl-para-aminophenol 


Therapeutic Devices 

Kleven of the 36 device shipments seized were defective—inaccurate 
clinical thermometers, unsterile surgical dressings, prophylactics with 
holes, and hypodermic syringes with cracks in their metal tips. In- 
vestigations were underway at the end of the year to determine 
whether there is a regulatory problem because of inaccurate volume 
markings on such syringes, and to determine the control exercised by 
manufacturers of hypodermic needles to insure that the edges are 
properly ground and free from wire particles and other extraneous 
material. 

To assist in the national defense preparations, inspections were 
made of all manufacturers of devices used for intravenous adminis- 
tration of large-volume parenterals, and of the donor and recipient sets 
used in the blood donor program and for other transfusions. All of 
the devices tested were sterile and pyrogen-free. 

Twenty-five device seizures were made because of false and mis- 
leading claims, combined in some cases with a charge that they would 
endanger the user. In construction these gadgets ranged all the way 
from silver disc lockets, claimed to generate cosmic rays, to complicated 
colonic irrigators reminiscent of Rube Goldberg’s best. 
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The cosmic ray lockets came in three models, selling for $750. 
$350, or $250, depending on the size. The elderly physician from whom 
they were seized claimed that by using them in his practice he had “cured 
blood pressure—high and low—and insanity” and that they had helped 
cure cancer, arthritis, and rheumatism. 


The $1,600 colonic irrigator was being sold to chiropractors with 
literature claiming its usefulness for all types of disease—-asthma, 
diabetes, arthritis, high and low blood pressure, kidney trouble, colitis, 
or any other disease. 


The 1950 report described a diagnostic and treatment device oper 
ating on a single drop of blood if the patient were present or on two 
drops if he were in other parts of the world, or even behind the Iron 
Curtain. .\ criminal prosecution of the promoter was tried before a 
federal jury in September 1951. The jury found her guilty and she 
was fined $1,000. The prosecution was based on delivery of an instru 
ment to a purchaser for the cure of his wife’s chronic breast condition. 
When treatment was discontinued the woman was found to have an 
inoperable cancer. The defendant used these instruments in her own 
practice, sold them to other practitioners, and directly to patients 
She lost an appeal of the case after the end of the fiscal year. 

Other litigated cases included appellate court decisions upholding 
the seizure of a “sleep recording” by a hypnotist, and of a chlorine 
inhalation device recommended for arthritis, sinusitis, hay fever, 
bronchitis, sexual disorders, nervous difficulties, ete. 

Ultrasonic devices are creating a major regulatory problem in the 
import field. They were developed in Europe and used there for the 
treatment of arthritis, rheumatism, and various glandular disturbances 


They operate by high frequency vibrations which apparently produce 


microcellular massage and temperature rises. Such devices are now 
under careful study in this country by experts in physical medicine 
In the meantime, practitioners without any background in this field 
have been attempting to import the devices and use them on their patients. 


Since great damage may result from improper use and uncontrolled 
dosage, the Food and Drug Administration warns that distribution of 
these devices should be restricted to experts who are in a position to 
evaluate the clinical effect of ultrasonics on the human body. Also, 
many of the imports denied entry did not furnish any accurate means 
of measuring the frequency of the vibrations, which is essential to 
controlled use of the device. 
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Cosmetics and Colors 

Four brands of shampoos were seized because they contained an 
irritant which could cause serious injury to the eyes when splashed in 
accidentally. The manufacturers of these and of two similar products 
potentially dangerous to the eyes undertook to recall widely dis- 
tributed stocks from the market after injuries to a number of people 
were reported. 

Unlike soap shampoos, which by smarting immediately warn the 
user to rinse the eye, these new formulas may go unnoticed for a time 
after they accidentally enter the eye. FDA tests on laboratory animals 
showed that even when the eyes were washed at once with clear water, 
severe inflammation was caused which resulted in some cases in 
opaque scar tissue. 

Some other firms had investigated the new detergent ingredient in 
these products and rejected it as too dangerous for any article which 
might enter the eye. The firms involved in the recalls, however, con- 


ducted no pretesting and did not consult available data pointing to 
suspicion of the ingredients, which included a polyoxyethylene com- 
pound, a quaternary ammonium compound, an emollient, a dye, and 


some perfumes. 

One eyewash was recalled in 1952 because it was contaminated 
with bacteria which would cause serious eye infection. Another recall 
followed eye injuries caused by faulty closure which resulted in explo- 
sive release of shampoo from the bottle. 

Ilegal use of coal-tar colors brought two other recalls. One was 
an eyelash preparation containing coal-tar dyes and the other was a 
line of uncertified colors. Four food shipments were seized because 
they contained uncertified colors. 


Certification Services 
Coal-Tar Colors.-—-Al\ coal-tar colors used in foods, drugs, and cos 
metics (except hair dyes) must be from certified batches. In 1952, 
3,839 batches, representing 4,023,710 pounds, were certified, and 28 
batches, representing 10,117 pounds, were rejected. 


Insulin.—Vredistribution testing and certification of certain drugs 
which cannot be controlled adequately under usual regulatory pro- 
cedures are provided by four amendments to the Act. Examination 
of 274 samples resulted in the certification of 49 materials for use 
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in making batches of insulin-containing drugs and of 76 batches of 

insulin, 64 batches of protamine zine insulin, 42 batches of globin 

zine insulin, and 43 samples of NPH insulin. 


Antibiotics —Examinations were made of 17,508 batches of peni 
cillin, streptomycin, dihydrostreptomycin, aureomycin, bacitracin, and 
chloramphenicol, and preparations containing these antibiotics. This 
is an increase of 254 batches over the number examined during the 
preceding year. Seventy-five of the batches examined during 1952 
were rejected for certification for failing to meet the following 
standards: sterility (55), “G” content (4), potency (12), residual strep- 
tomycin content in dihydrostreptomycin (2), and moisture (2). Eexami 
nations of 1,009 official samples of certifiable antibiotics collected from 
trade channels resulted in manufacturers’ recalls of nine batches from 
the market, for loss of potency subsequent to certification, failure to 
meet the minimum requirement for penicillin “G” content, and presence 
of a chemical contaminant. Seizures were made of four lots that had 
deteriorated after shipment. 


Legislation and Regulation-Making Activities 


The Durham-Humphrey Amendment to the Food, Drug, and 
Cosmetic Act was enacted in October 1951, and went into effect on 
April 26. Prior to that time many cases had been brought against 
unauthorized sales and refills of drugs restricted to prescription use, 
but the statute was not as clearly adapted to this problem as was 
desirable to either the enforcing agency or the regulated industry. 
The new amendment clearly prohibits the dispensing of dangerous 
drugs from interstate sources without the physician's specific authoriza 


tion, which he may transmit by telephone. 


In addition to a number of highly technical amendments to the 
regulations for antibiotic drugs, a change was made in the label 
requirements so that bacitracin and aureomycin ointments, bacitracin 
troches, and bacitracin-tyrothrycin troches and ointment may be labeled 
for sale without the prescription of a physician. The insulin regula 
tions were amended to provide for the certification of insulin contain 


ing 500 units per cc., available on preseription only 


The regulations on quantity-of-contents declarations on drugs 
were amended to exempt small-sized samples of ointment for physicians. 
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The only change in regulations on foods was an amendment pub 
lished on February 21, which provided certain exemptions in the label 
ing of foods removed from bulk containers and repackaged in retail 
stores. Section 301 (k) of the Act makes it an offense while holding 
an article for sale to remove labeling required for interstate shipments. 
The new regulation exempts food repackaged by retailers from literal 
compliance with this section, but safeguards the consumer by provid 
ing for substitutes, such as counter cards, to furnish certain essential 
information. The names of standardized foods and the presence of 
preservatives and artificial color and flavor are specifically required 


Food Standards 


The final order establishing bread standards -was published in the 
Federal Register on May 15, 1952. It fixed the basic composition of 
five kinds of bread—-white, enriched, milk, raisin, and whole wheat. 
Others, such as rye bread, and breads made of mixtures of soy or whole 
wheat and white flour, may be marketed under descriptive labeling 
that will inform consumers of their distinctive characteristics. 

The order did not permit polyoxvethylene-type softeners as optional 
ingredients of standardized breads. <A circuit court granted two manu- 
facturers of such softeners a stay of the order as it related to their 
products until the court could pass on its exclusion from the standard. 
Following the stay, the Administrator announced that no action would 
be taken against bread containing softeners of similar composition 
manufactured by other firms until the court makes its ruling. A 
similar appeal by a third manufacturer of polyoxyethylene-type 
softeners is pending in another circuit court. 

An order establishing standards of identity, quality, and fill of con- 
tainer for canned corn was promulgated in August 1951. The fill of 
container standard covered only the cream-style packs. 

Amendments to existing standards included cleomargarine regula- 
tions permitting the use of certain citrates to combat undesirable 
flavor, an increase in the minimum level of vitamin A, the optional 
use of synthetic vitamin A, and the use of the name “margarine” as 
an alternate for “oleomargarine.” 


Another amendment reduced the amount of corn and glucose sirup 

. . . ‘ . . . . 
permitted in jam, jelly, and fruit butter and eliminated the require 
ment for label declaration of these sweetening ingredients. 
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The standard for canned tomatoes was amended to permit the 
use of added juice from tomatoes as an optional ingredient. 


The amount of vitamin D used in fortified evaporated milk was 
increased and the vitamin assay method adopted by the Association 
of Official Agricultural Chemists was specified as the required test. 

Evidence was taken on standards of identity, quality, and fill of 
container for canned pineapple and canned pineapple juice. 

The hearing for ice cream standards was resumed. It began in 
1941 but was interrupted when wartime regulations reduced the quality 
of ice cream below desirable peace-time standards. Evidence was 
taken intermittently through the year with the hearings prolonged by con 
sideration of the safety and suitability of polyoxyethylene-type emulsi 


fiers as optional ingredients in ice cream. 


New Court Interpretations 


The Supreme Court did not review any cases under the Food, 
Drug, and Cosmetic Act in the 1952 fiscal year. It denied the govern 
ment’s petition for certiorari in one case and granted it in another. 
The case it has agreed to review is the decision of the Court of Appeals 
for the Ninth Circuit that the Act does not require manufacturers to 


permit inspection of their plants. It declined to review the decision 
of the Court of Appeals for the Third Circuit overruling seizure of an 


orange beverage which was alleged to be deceptive as to its orange 
juice content. 

The Court of Appeals for the Ninth Circuit and the United States 
Court for the Southern District of New York both held that a prior 
acquittal in a criminal action is not res judicata in a civil case in view 
of the ditference in degree of burden of proof required in these two 
types of cases. 

‘Two courts made rulings on introduction or delivery for introduc 
tion of an article into interstate commerce. The Court of Appeals for 
the Tenth Circuit found, in a decision involving a “motel clinic,” that 
where one “regularly sold misbranded drugs and delivered them, 
knowing that they were purchased for transportation in interstate com 
merce, and solicited customers to return for future purchases and 
deliveries, he was guilty of violation of the Act.” The United States 
Court for the Southern District of California made a similar ruling in 
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the case of a device sold in California to a person the defendant knew 
was from Illinois and that he intended to return to that state to treat 
his wife with the device. 

The Court of Appeals for the Fifth Circuit reversed a district court 
judgment and held that rotten and moldy fresh strawberries shipped 
in interstate commerce are subject to seizure even though they are 
further processed after interstate shipment. The same court held that 
where the government proves that a food is adulterated it need not 
also prove that it is unfit for food. In two cases, this court held that 
the standard-making provisions of the Act have no relation to the 
adulteration provisions, but pertain only to misbranding. 

The Court of Appeals for the Fourth Circuit held that candy and 
gum intermingled with novelty trinkets in a vending machine were 
not adulterated. They stated that to render the food adulterated the 
trinkets would have to be contained within the article rather than 


merely sold along with it. 
The Municipal Court of Appeals for the District of Columbia 
upheld the municipal court ruling that a sale and delivery of food 


within the District of Columbia is subject to the federal act. It also 
held that an article is adulterated if it contains any filth or decomposi- 
tion, whatever the quantity. 

The United States Court for the Southern District of California 
condemned a shipment of therapeutic devices for failure to bear ade- 
quate directions for use. It declined to accept the defendant’s claim 
of the right to physician’s exemptions in the labeling since the devices 
were used by chiropractors not authorized by the State of California 
to treat diseases and ailments by mechanical means. The court further 
held that since the devices were ineffective for the treatment of the 
diseases specified in their promotion, it would be impossible to draft 
adequate directions for their use. 


In the Eastern District of Missouri the federal court found that 
insanitary conditions (such as lack of screens, presence of flies, dirt 
on the floors and walls, etc.) were of a continuing nature. It upheld 
a government seizure of a food prepared in a factory found insanitary 
in an inspection made shortly after the interstate shipment, and a 
defendant was convicted in a criminal case with a similar inspection 
and shipment background. 

Another trial court (Eastern District of Louisiana) dismissed a 
petition for a declaratory judgment filed by a wholesaler who claimed 
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that the Act does not authorize the government to take samples during 
a factory inspection. 


Enforcement of Other Acts 

Tea imports, examined under the Tea Importation Act, totaled 
82,797,710 pounds. Rejections because the tea did not measure up to 
standards amounted to only 40,970 pounds, or .05 per cent. No rejec 
tions by the examiners were appealed. 

No violations were encountered under the Filled Milk Act. Impor 
tation of milk from Canada under the permit system provided by the 
Import Milk Act continued at the low rate of recent years. 

Three seizures were made for violation of the Caustic Poison Act 
requirements that certain designated caustics and corrosives in house- 
hold size packages be plainly labeled “Poison” and give directions for 
treatment in the case of accidental personal injury. The seized items 
were a sanitizer containing chlorine, and a liquid toilet bowl cleaner 
and a photographic developer containing sodium hydroxide. 

This law, which has been in effect for 25 years, has saved many 
children from serious throat burns or fatal poisoning. There are many 
other toxic substances in common use in the household, however, 
which are not required by federal law to warn of adequate safety 
precautions. Many accounts of tragedies have appeared in the press 
within the past year, one of them the death of a 3-year-old child 
whose mother was not warned that certain silver polishes contained 
cyanide. Other very toxic household products for which safety warn 
ings are not required include carbon tetrachloride, formaldehyde (fre 
quently used in deodorizers), and many items found in the medicine 
chest, including boric acid and some of the essential oils. Pediatricians, 
the National Safety Council, and public health groups have expressed 


concern over this gap in consumer protection, 


Scientific Investigations and Some of Their Applications 


All scientific investigations conducted by the Food and Drug 


Administration are aimed toward better enforcement of the law. The 
fields covered are never static. Each regulatory decision must have 
objective, scientific data to support it. The laboratories must con 
stantly devise new analytical methods and improve older ones to keep 
up with the changing times and not more than a step behind the 
ingenious schemes of fringe operators to violate the law. 
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Every year FDA scientists publish scores of papers reporting the 
results of their studies. Among those in 1952 were four papers on 
water-insoluble fatty acids in butter, in connection with decompost- 
tion studies on butter. Two were published on sucaryl (an artificial 
sweetener) in sugar-free beverages. Additional papers published on 
chemical preservatives include two on quaternary ammonium com- 
pounds and one on monofluoracetic acid. Work has progressed on 
paper chromatography to the point where a series of papers is being 
prepared on that subject. 

Inquiry into factors causing food-poisoning organisms to develop, 
and improvement of methods for measuring the sterility of drug 
products and efficacy of antiseptics are also continuing projects. 

The formulation of regulations requires continuous scientific investiga- 
tion. Scientific data are needed in hearings on food standards, 
spray residue tolerances, and the like. It encompasses the composition 


of products, methods for testing them, and the safety of various 


ingredients. 

New regulatory problems call for specialized investigations. Last 
year eye injuries caused by cosmetics took up most of the time of 
FDA’s cosmetic chemists. The Food and Drug Administration had 
been conducting basic studies on the safety of wetting agents in 
cosmetics for some time but investigation of the injuries reported in 
the fall of 1951 (see page 16 [262]) was complicated by the fact that 
the manufacturers were changing formulas continuously and_ the 
quantities of ingredients, particularly the polyoxyethylene compound, 
were likely to vary from batch to batch. 

Dyes used in these shampoos, and other data made available dur 
ing the year, led to work aimed at a reappraisal of the suitability of 
the various certifiable coal-tar colors for use in foods, drugs, and 
cosmetics. FDA pharmacologists began long-time feeding tests. 
Observations were made also on reaction to repeated injection, and on 
functional changes in the intestinal tract following a single large dose. 

The bacteriologists initiated a study of the sterility of commercial 
eye solutions after reports of injury required a recall of one prepara- 
tion found to be contaminated with microorganisms (see page 16 
|262|). The majority of samples tested were sterile. The study was 
expanded to include the efficacy of preservatives in some of the typical 


eve solutions. 
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When cars of wheat mixed with surplus poison-treated seed grain 
began to appear at mills, a rapid method of analysis was required for 
segregation of such lots from cars containing wheat suitable for food 
use. A new method for the detection and estimation of mercury just 
published by an FDA chemist was found to be suitable. 


A method “custom made” for another regulatory problem of the 
year was one for determining mold inhibitors in cheese. [t was used 
to detect the presence of such substances in wrapping materials 
retailers were using. 

In the drug field, FDA pharmaceutical chemists investigated wide 
variations in the composition of various brands of conjugated estrogens 
labeled with the same potency. The variations were found to result 
from the use of assay methods for control purposes which gave 
markedly divergent results. Interested manufacturers collaborated 
with FDA chemists in a study of methods. Elimination of certain 
unreliable ones has already improved the situation and is expected 


eventually to lead to the adoption of a uniform technique. 


The admission to the market of the new drug, isonicotinic acid 


hydrazide, which shows promise in the treatment of certain types of 


tuberculosis, also required new assay methods. These were developed 
during the year and are available for the testing of samples collected 
from the market 

The development of a more purified form of ACTH, which ts more 
active clinically than is indicated in bio-assay, has complicated the 
collaborative study aimed toward development of United States 
Pharmacopeia reference standards and biological assay procedures 

Scientific work in support of new regulatory programs included 
the devising of simple, rapid methods by which insect infestation in 
wheat kernels may be measured to determine the fitness of wheat for 
milling into flour. X-ray radiographic methods were among those 
developed. 

Toxicological studies are continuing, supported by chemical and 
nological methods for the detection and isolation of minute amounts 
of insecticides. Among the problems presented is that of conversion 
in the body of some of these substances to a product more toxic than 
the insecticide itself. Whether insecticides added to the soil to control 
insects are assimilated by the growing plants and deposited in the 
edible portion has also been under study. A new chemical method 
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devised for the measurement of the beta isomer of benzene hexa- 
chloride, was used in testing peanut butter and oil for residues from 
the chemical treatment of the soil. 

Another continuing program is concerned with the synthetic emul- 
sifying agents which are finding their way into foods. In addition 
to the extensive long-term feeding tests reported last year, shorter 
experiments have been undertaken to study possible etfects of the 
emulsifiers on fat absorption from the digestive tract, on the type 
and number of bacteria in the intestinal contents, on the efficiency of 
digestion, and on the blood constituents. 


The use of serological tests for the detection of horse meat sold as 
beef or added to meat products was mentioned in the last two reports. 
During the year the use of tests of this type was extended to differenti 
ation of species of fish and eggs. 

Antibiotic studies included investigations of three new antibiotics. 
A highly potent pyrogen preparation was developed for use in study- 
ing various phases of the rabbit pyrogen test. A new penicillin ester, 
reported as having affinity for lung tissue, has been subjected to in 
vivo and in vitro laboratory studies. Chemical methods for the determi- 
nation of the penicillin G content of several preparations, and of 
impurities in streptomycin and dihydrostreptomycin preparations, and 
new sterility tests for penicillin have been developed. 

Studies on the value of “plasma expanders” in emergencies where 
whole blood or blood plasma are not available, led to the finding that 


procaine penicillin G helped to protect experimental animals from shock. 


Many natural and synthetic flavoring agents have been used in 
foods for long periods but few have ever been critically tested for 


possible toxicity. Investigations begun during the year have disclosed 


that one of these compounds, ethylchloroacetate, is quite toxic, and a 
beverage concentrate containing it was seized. 

Earlier in this report (page 9 [254]) a new program on low 
sodium diets was discussed. Most of the published values for sodium are 
unreliable because of the inaccuracy of methods used in the deter 
mination of this eiement. More accurate values are being achieved 
through the application of newer methods, principally those involving 
flame photometry. 

A method developed by the University of Rochester for the rapid 
field analysis of food and drug stocks for radioactivity was adapted 
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to specialized needs and distributed to all field districts, together 
with appropriate radioactive standards for field use. 


Enforcement Statistics 


The percentage of time to be devoted to each class of products ts 
determined at the beginning of the fiscal year under a planned project 
system of operations. The seriousness and extent of violations antic- 
ipated in each industry, and its volume of output, are the controlling 
factors in the apportionment of enforcement effort. 


The seizure actions shown in Table 3 are usually terminated 
before the end of the year, except for a few in which court contests are 
pending. In some cases, criminal prosecutions and injunctions insti- 
tuted in one fiscal year are not actually terminated in federal court 
until the following year or even later. The number of samples on 
which actions are based always exceeds the number of actions. A 
variety of articles may be seized in a single shipment, while criminal 
actions are usually based on a number of counts and each sample 
usually represents a single shipment which forms one count. 

In the 287 criminal actions terminated during 1952, the fines paid 
or assessed in cases pending on appeal, totaled $143,447. The heaviest 
fine in a single case was $7,500. In 48 actions the fines were $1,000 or 


more. Jail sentences were imposed in 26 cases involving 31 individual 


defendants. The sentences ranged from one day to five years, and 
averaged 12 months and 12 days. For 20 defendants the jail sentences 
were suspended and they were placed on probation, 


Records of actions terminated in the federal courts were published 
in 1,235 notices of judgment issued during the year. 


Table 2.—Enforcement activities during the fiscal year 1952 


Percentage 

distribution Number of Number of 
of enforce factory samples 
ment time inspections collected 


Domestic 91.0 13,172 27,588 
Foods 61.2 10,273 19.915 
Drugs and devices 33.0 2,309 6,692 
Cosmetics and colors 2.6 487 S69 
Other acts and miscellaneous 3.2 103 112 

Import 90 0 10,209 
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Table 3.—Number of samples on which criminal prosecutions and seizures were 
based and number of court actions instituted during the fiscal year 1952 


Criminal prosecu- Seizures ac- 
Total tions instituted complished 
ennai iregiaeaniantg naga iteatinatidinemmmmmnne —._—. _Injunc- 
Violative Violative Violative tions re- 
Item samples Actions samples Actions samples Actions quested 


1,651 


1,929 1,095 263 2,496 


Total 3,591 


Foods 2,590 1,592 . 495 155 2,095 1,426 
Drugs and devices $92 329 600 108 392 217 
Cosmetics and colors 5 5 0 0 5 5 
Caustic poisons 4 3 0 0 4 3 


Inspected Inspected 
and refused and 
Total entry released 





Total 32,481 3,775 


Foods 28,905 2,674 
Drugs and devices 3,446 1,054 
Cosmetics, colors, and miscellaneous 130 47 


¢ MISREPRESENTATION—FOOD, DEVICES, COSMETICS ¢ 


Oleomargarine . . . The Federal Trade Commission has announced 
the approval of a stipulation in which a manufacturer of oleomargarine 
agrees to discontinue unfair practices which had been challenged in 
the complaint. After accepting the stipulation, the Commission dis 
missed, without prejudice, the complaint which charged talse and mis 
leading advertising in promoting the sale of oleomargarine. (Order 
released March 25, 1953. Stipulation 8441, released March 25, 1953.) 


Hearing aids . . . Advertising claims that a hearing aid enables 
persons with a complete loss of hearing to hear, that its use improves 
the hearing of persons with impaired hearing, or that it is of any value 
as a hearing aid must be discontinued. (Initial order released March 
11, 1953.) 


Deodorant . . . Advertising claims that respondent's deodorant 
pads will stop perspiration or underarm odor and are harmless must be 
discontinued. (Stipulation 8443, released March 30, 1953.)—CCH 
TRApE REGULATION Reports, { 16,684; { 11,350; 7 16,686. 
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